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tow 

l. ^towf^r^iftEwr^wr tfyfarc tow,2000fc i 

^ 3TI^^, <»lk MRh ^ ^ 

2. aNftr gfty wnw *rwft E w »? , 194S ^ 

(*>) tow l5S-^% M¥^foHpr(fiad tow ata r ^ l Em ftw i sraftp:- 

iSS^rsn^k)^ jUrtppft slNfipft^ wrft w wit 

TWm 1T5R- 


awjfo ftw ^t ^rto afNtoff % fatofarsif fotota srjntorf^rswFT 
^ t$ a^ftontol w?n> *fr ^ 3 sitobtor an^, ftw $k 

afmfiprt 3^ fa ftwta 3Wl#Wf ^ 3%I3ft *ET ^fJ ) W ^ fr I 

0§r) tow 157 to=#itorT fewr^wir, sratep- 

(1^») m«iiM flFTTWWTO 

^ faftofa w>3 town 

swat^r w ft m?m «wm»n strc ^ % ^hk 

3iqw^aq^%vfto: TFT 26^ 14 JWM^^^TT I 




[ vm II—T5TTS 3(i)] 


*rntr ^>t : ■srainKui 
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fr) VW? 26^ f^=#rferrf Jn^T a^rr^lfMd P4>4I ''imMI, :- 

26 Z. - 1 

(ft*FT 155 -is ^ftsR) 

^ % far*1Htal 3T^ foP* Wu||fd*fi ^>T JWFI ^) 


^Hlpjlci -- ^TFT ^T5TT l(<$<6 

^P<1«ll(l,^r-- 

3^#r^t.-1945 


31^41 ^ % Sl^tm STI^fa, 3fpsrf«RTf ST^^TrWt 

V^iifci4i ^^TTSTi , ?pr ^hIwi «r*ni ^ I 

^ ^TT I 


dl^^l 

FRTTSTT 


WTW/ 


sp$sm airlift 


0?) 3^4) *T % WR 3?T (HHfciPaa <<$li ' J iu4 , il> 37^R^:- 
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157^fe(X 

anfifa*, far 

STOTtrai m TH^ 3fw wWWt QVIrftT 

#n=#lfen 

(I) sfrafafi %1 ^fiW4j^t y*4) qw ift be#w> 33iP?r<fl afa 

( II ) ^g?rr%W^^ 3 RT ^^ftfefl 


(iii) qqfer sre rfa ft fi^sio i j i m fa q suft f, afr 

(iv) M fasftfT RcfiTrft ^fT$ , Hfiwnp I 

(v) 3tNf«RTt 3? NP-wfal % 
fa* fat 1 *6fo ffaR 3flT 5lfaTT$if «pt ffofar ^TT fam Mw % ^T 4 

nan ^i i <Mfafat3*wrcfa!fa 

^rr 3 fas? # qstft f, ^ ar^t fcrffatu i ff q nfai f %gtefafg 

sw $ i 


[ wr II—Tgfg 3(i)] 


MKff m wn : 
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VPT-1 

arsfl faPwlui Tj^Rn 


vwsri mRw: 


wrr4f^#ifecT %f^ wt#tt:- 

(1) irm^n- sfa «t3rw 

(ii) nf^nfo 

(iii) 

(iv) fm 

(v) 

(vi) 3 ??%kt wr/ sfafe \im 

1.1 mmmtrtmz:- 

1.1 araf^firaiyni^jr: 

'Hl^4fc<!>, f?W '5r^%fafanlwi %l^n{ <bu<aiA % *?cpT$?nra>R fj teKT ifit 
3^1? Mor^nwir^r #tt 

^Mt$^k<si^% 3T#cf^K q ry»W!*>yfo 
3Trqf*W <Mftl<g, ^^$3TTfo *f*Hdl fr I 




6 _THE GAZETTE OF INDIA : EXTRAORDINARY_ [Part II— Sec. 3(i)l 

1. (w) ircnr: 

Wvai} WKWW* 

^ ^n#CM! *hVl,ftffajfI3*T# q^fcl <)VWH afftfl q i W *) ~ HIffo 

^Rf#3TTs|cfT^T?ft^T I faf-wW , %*T 3ffc r&m WfT^ % 

3>N9HT >3#r^M% Wmt %3T^TI^F^TJT^PR3raf&cT*t*TT,: 

(I) W3PT foPl^l Uftbqi-tft ^t, "^Tt^TT 

(ii) d1t<M 3flT Wflft % odH<b*R^d 

?tTT%, fa^fsFfafasr sffoM <H$> ^W<i*»f % 3TO 4 fa <r f « Tt 3 % ^ 

^T TI%^3T^3?NW ^wtf&TCT BfcT ^ PT ^ Ht ftqfed P^ l ^TT^» 

3 % pebtl) fafroW*nft w fe*TT^n7% i 

(iii) ^ 

W(Wt ^ 3^^#) P^4>4) (jM ifsw#ft M 3^ 

f^fqrff^T^TT7% 

^T?Wt I fa<MI aj|< W<W ^J|| ajfc ^| ^|| dflif «JeT^TT 
3#re i^fsr Hft^r i 

(iv) sra^ui % ^ ^ ^ fawfl jjuiMI ^ it i 

«N*ft P«4S<i sffc ft$1 ^f^RT3flT^%cn^t I 

(V) sffc Sfffl ^fari m<M #TT, nfeyft 

3flT^T%^WR0T%f^ iffltvi UWH-fl <Ktft ^fpft I 


(vi) srffcnjjtfT %3qro^^tf&3fa*^foFRT i 





Iw U—Tgprg 3(j)3 


MTT?T TT^TT^ : 3f^|t|KU| 
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1.1 (n^iwronw 

fafanW ^pf Win<Q*Br#lTI 

■s&m i 

1.1 <S) «roftnevr wraw 

f^PiW ^^vfrnt pte*t ■stf? <j^> M^wil > l^rr^r 

<*49>l*1 '*TT rtfa> «TC®I nfcl*}*'! 5WW x<j«l u i Pi«b«i Hifa'tolVii % % 

3ffiTTC ^g l Pw< I 

1.1 (V) 3TTCFM*nJl$: 

"3^ q>K*ai*il ^iMHI ^ ^Ins'll, % <w4Im "9»f '»ki4tVio 

«»>) 'WJT^ *im\4 «ift, TTN> sflT % Rri»< W^Vm ^ 

TTzfRT «4«R>i|| ^ ^m*fl I 

Unfair: 

'tSRf'cf tfJjfad <fakH tfFIT I 451# 3faf*W JW>U flWfWJ *1*1 

qreft w i t, Ww wdh sfr fare -^rn^^sm fcfanM^fawRstai i 


1.1 (■) i s wft w rcft: 

fafaqW tfelftcl Ml 

WUJl I fafan’ltfl , 3T^Vf5( afa 3Tl^#<3[, ftw 3Tft JFT1# 3 H^W fafviVi flinflpfi % d^il % 

3TWR^ 3fa?l 'jflTORf ^ ^TT#«?«4l 4iWiIl ^^i^ii ^^TT^TT 

sftt^ngnft i 

qftf % f^TTJ T&ft PwBffl m^Rofa sviwl ^ 3T^T rft dM) % *f5TCf 

3 fe m % itw wsrere3q -fa<nfrifl faqi Pn^KTT^f%^%3% %M4^iteaR 
3=r w-atf ^it Pwi pit ^ i ^vMtwnft tTsrc^T^ srroHt , sfa^R 

% *W<1 f^Mf^PsIrl Wit ^ «t»ie*Jl WRfirat % *ii-Jl :- 


1 i 
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. Ji 



2 mndl i 

3 I 

4 rlHI I 

5 7£sfl I 

6 3^{ST3nf^ I 

7 ^WVfhrl 37R7J3T7? I 

8 ^>T P|Bcf»4 0 l 3j|7 I 

'Tsrcw^fatr 

'Ht «?>'c4) yWlfl ^>T HIM, JF^FI ^FT Wlcl <^<ii $$\{ 3f>*4} tlHlf) ^ 

q^^irefr'I *»T 3MT 3R4fyfi ^T *ft WZ £ fWT ^cTT ft | ^T Tff. W ^fZ tf. 

77*ft ^TTS-ft TTPTM % ^3% ^5^ 3?|? Ztf TTt m TR # 3TPJ#fa7», 3fa *ppft 

f^fo# ftwi aqRfl) 5RT*7r fR^TI IRT 3 ^rH^ H4)n?llflT3?f <M3WI 

^7T 3fl7 #^N-i % 35f^T^ ^TTfft ^Mif) J l "fit *111^0 I 3K<0«f>q chW) 4IIMifl 

3rt wEffft *rerc 7* ' (kwi «tnp n 3k w *U%n qiqm 

%fr7^ <7^ 3TRT, M^rl 'JTHT ^ 37fif>*TT 37 7 ft^>cf '^ft'STltpft I "377 e h«4t hi(ki, 3?|T 

3TJt{^ *F 37«4f#l 3fc 3^%3rf*T^IS I 

1 . 1 ^( 371 ) ^ f frnwuft: - 

77*ft Tipul ^ 4tcM, TI^R, 3TtT 3RT ^f%if WBft 77gfa?T 7^ 7* 

*T§lftfi^^TT?ft 177^ 37TCR 3fR 37l4^T^ ^T^far ^«7 ^ 77TO foq 
3tR ^7f3F7T^TW 1 

1.1 ^(D taW'*TTfl iT¥TT:- 

Mnr mw'wk 4^rsifyri *itiftt imVtvimi 37 ftfav)*^ irtMrwt 






HTTfT 3 tT 


i —reos 3{i)] 

WfT ^ ^3f fd 3?^T ^FT FF7Tn[ 3iR 3*T Mfr 33^ % sfafa^T ^f 3*F& ^pJtTT 

ftm *nph \ fm 

•qr^f a^Wft%^Wt^fff^TT'^iqT!l I f^rR^f wtfSTcTT^T <WfT 

Vaqfcfe# ^W^-, %g 3fft %f^?fa#* 'TSK u t 

cfqft tTFr? *11R '4 OATd¥^ 3^IT3# eft oq^piT ^ ^TH?ft I 

i.l(^)«n^^«rr^nR: 

feftqfaf «&? 3 n T^T 3^RSR zfa WUfl f^7% f?R ^T ft#*H f^TT 

-?jTrTf ^ T2?F^ % #?!W (f^M^ sfft «MiW Md 0 ! )*ft oqq^|«^l W^ 

f% ^ -vfi{ ^r «rftt ^ sfa Mm* sfaM, wifNt % 

3f|tRT i\ ^=f Mt MM* M *F? MI ^ M^l "^TT "?M sftc ^ 3?[*M ^T <t«rRf 4 

T^^Tsprf gft "^TMFRT MM*! M*JT ^1T 'ft M dfli ft Mftfftd ,M-£lRd ^IT Mft "331^ ^Trft 

% i 

1.10*0 4>ft3>HT*5T^T^2l,ttf ,W^5dl aft? 3Tnfal : 

qi'iWRTft Mfer Mftt^ jMr uiufM> Mft ^ ftft i % *** *M 
3fK^^%Mq3^3d*ft%?Mft iMf% Wrd^ftt3ftfft?rftfFT, 

I MftrFIcr *d^cll %fM? *ftm^MuM ^ftftft ^ 
dlPdft, TTT^ft $fo Mlftd M TTqV<T ^jMM 3FFI®T ftftt Mftt I ftftqPf5dlM % fM* 

Mdfwd ftft 

I dftd>kl M arcft c^sr ftft M3d J Td MTMFTMT*3ft%fM?ftt ^MfTaftM cddWI 

ftftr s 

1.1 (~$) 

PdPdftdl PhhPhPsM ^ ^'<5T^n ^TT:- 

(■^i) Hl^fHct* 3Mdl'(%fVl^ 


1751 G1/2000—2 
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(^) <W1$> MSWM 3 «J4> <t!< f^wft P^fax^RT 

1<F1% «sl '4I<$ 

I 

1.1 (3T) 

<4st>*ll ^(l c W< 3^(7 fqPif'Hfl -drMK 4?) H^fci RT f'Pfo 4><c) ^ fM'? t fr J T P?>1{ '4fA % Rtm 
4M^4d 3H-w>< Ft *TT Tft Frf W^t^Vlri "^T dF^dlPrld (focpT ^ $irelf<n) 3W4T ^ FR % 
Wilfrid M, TO? FTRt t 3tff^T faftRW J?to ^ WFf, ^r, 

<w , i, m^cH) M'4’1, Pbc''d{l e M l *l» ^M>d f ‘MFI* cvil^ 3tl? ^P*>M ^lP< ^ M*il*l 

zfrvft $ I WHd%fr^ 3^ 3T^?T ?^T ^ #5RTT3^f ^ 

o!Tc^<**tj| % far* Tf^rtz?T *T?M qf^ri^ % 3 ?F ^ dM^<W WT qW*4d 

fa*TTFIWI FT Fgf^rf Wf £ f^ FIRTT ^ 3facT Wt ^ FTFT Sf^^FT 

4 

f^TT ^?n i ]fR^f> *T*f^ wii , aft* ^ fa^FR % fcF rj^rt rrrf 

HPst>4!ljft*TcT4ft'dlti , fi I 

1.1(8) . ^fa£rota3ifafcsr: 

PdPdftd ~5FF Vlkdfad (Tuft'd sfafa) ^ fow **T 

«IR R Tsft ^TT um<\ ^1^41^5, sfa ^Fff 3?Ff*P?f % fl^F> «r^ foPd^l 3^^ 
T^TT I faftjfaT aqfa^if^Mt tfK F5R ^ 37fw<T r£ 3F& 

RFsrt, ^=tf ft, *tif?F> fsft ait? trti^w RfftfFit T^ThhWi % fafcra vwti % ^Rh foq 
tf^Fit, Ft ?t FRfafa zfa 5RFR 3lM^RT 1940 (1940 FT 23) ^ $ 

<#R fog IFT 

T^Wr % afrtfcT chr4 W l tfl 4 F 3RfoPFT Flfot 4 afa 3FF 3 f^PiHYdl IFF 

c^H^M ^f^RTW ^FT^rf^FT I % ^tfvrrRI fWVI: <JcHim a^R ^ifH^I f'l'M^^I 'tilW'+i IRT 
^RZRF ?F ^ tt^d l ^Rd #t I fm 3?dK ^ ^ % ^TfvFtF ^ F Rt ^ ^T 3#^af % 

3Rfcr^ T f£ atlRf^rf rfTTf^ -3tRHMTlfFT, Mr ^FTF R5T74 fa^Hd ^tf^f % 3im u l 
% %'?TRRt'FFt I M^fRrf ^)T •drMIHd f^F FT% 3^tT ^^d «wiRd<!) %RF 

I Mm FR 4 
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[HPT II—qrag 3(i)] _HT T<T _ 

3fa -gqqfr % aq^RR fcfore sfe*n % 3fa#g <TO -gR*# RTftgf 

TOT HRT 3 # R^ fo l Hffo | 

l.l(3)ftRRwraifti^f: 

ateH-ftmsTOT rtr% gsR* hf» ^ ^wm & sng&r, 

fal 3fo ^Rl4 3fN(R*tf % v<cA«t> 3ffc fad^l % ^ 

1.1(1) in it ftnw ri n aitafc*: 

ftjfat fc fl , ^ TT^ "3<qT^ %-?m 4 3^ ^JTR ftlRWRt R?t R*ft Mzt 

<fa« ; g ^ %faqq5f> <Pra 3 #»f i fafaffar iftft rhr fonwRrii *rr aranM wz$, rr 
$ *Mfa?T MRffaT# sm Rt? 3T^srift R>r Jlferc R$RT sfc # RFRR ftowcfi 

i MWiw6iw^ 

3T3faTjTrcp«TR ^im Hlfa+lfl ^r ^ flfl«t*l*Rft ^T Slft^T *ft T^grT ^TT l#TH*RfaR 

M^%f^RR?W?l I TT | 

y^f^t^iRT 3irg^, fai *5^ft staM % ^t % H&«im«w fe*fr 

faMdl fe># vfagtf Jtrnfiwi 

HrdBwnil lWf^^ ^ 3#r^irT ^RTRFRRT 3R*RftR* I 
1.1(3) w%fa& Pw *h . 

^fc^ Rl ^ 3^T fa RS $ 3feRt -4 RT ^FR 5KT 

qfopjT wfrvm\ % R1WT £ RRlfa^ fRR^T 3^RPT ^ RR?W *<1^ I T ^ T ’ 
.317^^1 3tR TJRFft ^ERRH^% #TT 1 m ^d«*T ^ ^ T ^ UT 

«^ ^rM l MH fr^ T T , 3fa:sfaRTRS\Rfc> «WlM ^TR ^R RM R3R/ WTR 

^^TT I 3^Htf. ^ «*\M * 

I RRlfa#fafa>T 3T^fFT3ftnfaffat M, 3&l> 
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] 

2 

3 

4 

5 

6 

7 

8 

9 

10 


tolar^TFT%f^nr lSO^^cffiaffr #TTrJ]%ir | 

f^FT jrfs&matf % far* arfoRte J*h FFf th%tt i 

fm f^q- tjtt F worn % fair w&o #r % fm % MFt #r ^ 

1 


Ff wF % 3T#T TTRjft, 

'^kidi -<& 4? Hi4te< tot 1 

4F^%1FqfF^3TT^WF?4R I 

# fafaF<TT, 4 $$Z 311^, ^TRt 4ftM ^T faMui 3R 41, M ftftcT 

4rM4stR?T$fF fd4 fefttvi 4? fHTO fr&T SIR iFt I 

FfcfrT 4 feft fe 4? Hf^fT ^T 4*l4¥, 33^cT RERT, iflfr 3% ^ H 4 r# 3 
4{ f^f^JR^rU IRT cf^TTivir^ct, sfptvMI H 44^3 ^3T FTRTT I 


W*TR, ‘^rfT 4? ?fm % f4? 3R RH4 qR, 4 RRcT TRIR IRT H’+lfVlrl 4lfa4 % 
SRpfc, R^STrRT T^TT^TTW I 

r 4 cjrc4 h wfjRi nr x$ 4 ir 4 ifFFwjF, 41=11^ hhIr 

f4?T jf|iJJ|| | 


'•fsnMfMsro 

(4 TT^ 7 ^T 44, qRT f4ft HM?TI SRTf44=iy l'<rR IT 4£ 4, RRcftl 

flforHT #^TRf7RI3rf^FR, 1970 (1970 ^FT 48 ) 4 3T^g4 2 % R^RR 

^l^/fW^dR t (TT.IRT.^.) 3 RTTcR> 4 3#cTT fr I 




[mpi n—gro 3(i>] 
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Osr) ^ ^RtM, 1 #M % TW^R ^T VT\ rR) «f^fcf<9 ftWT ^TFT ^ 

3.0 (ttt) f^^a^^fp^arm?;: 

(ar) fgftrctor m 

Mt^fj 371 ^^, ^TFfr afa farar afaM % fafaqfar % fm # 
qMfed &T qft aWff! TI ^TTTTft ^ faPtfW a#^T % f^R a^cHfcqd fo*TT ^ 

I 3 % fW* ^ TTT?I^ ^ oqg^ $*ft afa 3ff3[Wf7 ^ ^ ^T ^ ^frT #t ?WT 

^ 3TT#% Jm *Hlfdd #t I ^ ?T*ft %f^i^t 3[Fjfd3> PdfaHfol f^T ^TRT fc ^ 
^T ^faFJ H f fcn ft ci ^ fr p fa q> (%^T % ^TWT ^ fa p fr q fe»3T ^TT afa ^ 

afa dU^> M^k^cw(Vi«*xv. f^TT dti^u l fd^qi^ fafdMfai 

*q*©ai atl? |cHRshlH u l ^>t"^>7^RT^%f^ atfi|5&M'd fw *TTW I 

fH^faiuj PciPhh^! %f^ an^4fc+>, ftrar afft ^pft afafa ^ ^PsRi^rf % 

«Vh *lf&d> to ^mi’TT I T$ ?mz % qRu|wl ^ ajcn^lfad MFI«h{ ^ 

fsM°i ^ 3 5f^?r snfaf*r wM ^ ^Tcm wn wn # #tt i faPwim 
&T # JJ^T afl? ^5% % far? 3TJ?RTJT ^ ^ Sf?R*TT a|faM*3?T #ft % 

*Hw($k. ~ ^T'^TTW I 

w&fc, fire aft? ^rpfr afafa % mfr\ % fcq, fo r -3 s h% a^r arrant ^ 
fom ^TT ^rfT fr, &ff % fedl$H 4 M^f F pE^ % f^R aiwtVfl ~3^TKt % 
tR5^^ P4*ifal'Jj<f*i '3^1 %^ fl^loqdl ^Rt W^ffw fW^TT I aif^R^T^ 
rH^PJJ f ^ ^ A ^ % fesffFT 4 a^ fT^T^ *3^r % 

Wcf^T^t Motion r^l ^1^11 l 
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($n) ff ft f i p fe ra ifoft: 

Off) 3 IsT? 3 'Hfsh'MIU TOT Wf % vftrTC T^T 

^TSt^^eFfJT^fTFR^TT I 

fa) $5f 4 fa <*fa> gq4l j i <whi ‘ i 

(tt) fa&frfflcfrq%fa ^ -sq^RsnTOT I 

(?) Pi4tai u 4 <J<qKT%ffa xc(l$ fH' J H c (l^d ^ ‘tK’ii I 

fa ) rofrrft faf ^ ^VirujHivft pn ^ stir ^ faf fa 's^m ^fffa ^ 

■g^r fatfay «ai ^fiw fa* wfa^^Hft^fafa^fa^nfa i 
fa) sfa, fa* 3tWTg#W> fatf % Sffirf-SErTT STITOf fa *n?T % , T?^ffaTTrfa Pinfold 
q^ivj qfa fac pt ^ *jffa fa tf-rffaff Tfffa % RiM fcKlftd 3^T9T ^TferT 
^fafalfa^Tlfa I 

fa) 3Fpm WlP^rfl SRT 3T^Ht%r cT^fafa far % fafar ffa*^ % ^ 

>6<«|lPri«t> <irHt^-l ^ <=lKflfq<4> drMim fa fa* ^oni fafa I 

TO qJT^TT % 3rfa? *T<faffaT **fa fafalT f&m ffafa 3TrT^?T W d PWR *fafa?T 
3fadT, fa*d, 31iqriH, fan fa* PlAdfll fa fa? fa ^lifa fa* <FP>T 3*fafa3 * 13 T ^IM'lt I 






[hptii—^ gg3(i)] hhtt ^TTnm : aromOT _ 

*m-2 

($0 grqift*, fagqgftrift afhftrft % faftw w ^*ftEnfrr% ftiq KJWT 

ilif 



■^idM 
TORStifafT 



<WN % falj 

1200sptfaz^ 

ftmrsR . r^t, 
3W^lftcT 
^PTT ! ^ 

staftwi 

inm 3 ftfafat 
Vr faz ^r 

3#fWT 


100 cPT$Z 



m 


«ia|/ , *ll«4l/ , ^*fl I 


«fM WH, 3W WOT ^TZ5T WOT W5T, 
TM/^t ^fziT R#T, , ?^?T ^ ^/Wl % 
fan* 37WH i ^sp^irsfi^ Tjnpr%faOT 


100 cPTfZ 




WOT 


^IbWPH ^JW*F, fefoziT q#T 3flT 

fa^WT, f^fqRT fefen ^ SRIT 3 




*1?T3l3ftrRT?t I 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Indian Systems of Medicine & Homoeopathy) 

NOTIFICATION 

New Delhi, the 23rd June, 2000 

G.S.R. 560(E).— Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 
1945 was published as required by section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the 
Gazette of India Extraordinary Part-11 Section 3, Sub-section (i) dated the 24th May, 1999, vide No. GSR 
384(E) inviting objections and suggestions from persons likely to be affected thereby and notice was given that 
the said draft will be taken into consideration after the expiry of a period of forty-five days from the date on 
which copies of the Official Gazette containing the notification were made available to the public; 

And whereas the said Gazette was made available to the public on 14 th 
May, 1999; 

And whereas objections and suggestions from the public on the said 
draft have been considered by the Central Government; 


Now, therefore, in exercise of the powers conferred by section 33-N 
of the said Act, the Central Government, after consultation with the 
Ayurveda, Siddha and Unani Drugs Technical Advisory Board hereby makes the 
following further amendments in the Drugs and Cosmetics Rules, 1945, 
namely;- 


RULES 


(1) These rules may be called the Drugs and Cosmetics ( Amendment) 

Rules, 2000. 

They shall come into force on the date of their publication in 
the Official Gazette: 

Provided that in the case of Ayurveda, Siddha and Unani units 
which have been registered before the date of commencement, these 
rules shall come into force after two years from the date of such 
commencement. 

(2) In the Drugs & Cosmetics Rule, 1940, 

(a) after rule 155-A, the following rule shall be inserted, namely:- 

‘ 155-B Certificate of award of G.M.P. of Avurveda. Siddha and Unani Druos: T he certificate of Good 
Manufacturing Practices to manufacturers of Ayurved-Siddha or Unani drugs shall be issued to 
licensee who comply with the requirements of Good Manufacturing Practice ofAyuveda, Sidhha and 
Unani drugs as laid down in Schedule T; 
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(b) in rule 157, after condition (1), the following shall be inserted, namely:- 

*(1 A) For getting a certificate of ‘Good Manufacturing Practices of Ayurveda-Siddha-Unani drugs, the 
applicant shall make an application pn a plain paper, providing the information on existing 
infrastructure of the manufacturing unit and the licensing authority shall after verification of the 
requirements as per Schedule T, issue the certificate within a period of 3 months in Form 26E-I”; 

(C) after Form E, the following form shall be inserted, namely:- 

Form 26 E-l 
(See rule 157-B) 


(Certificate of Good manufacturing Practices (GMP) to manufacturer of Ayurveda, Siddha or Unani 

drugs): 


Certified that manufacturing unit licensee, namely . situated at. State 

.Licence No.comply with the requirements of Good Manufacturing Practices of Ayurveda- 

Siddha-Unani drugs as laid down in Schedule T of the Drugs and Cosmetic Rules, 1945. 


This certificate is valid for a period of two years. 


Dated: Signature 

Pl^oe Designation/ 

Licensing Authority (ISM&H). 


(d) for Sphedule T, the following shall be substituted, namely:- 
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SCHEDULE "T" 

(See rule 157) 

GOOD MANUFACTURING PRACTICES FOR 
AYURVEDIC, SIDPHA AND UNANI MEDICINES 


The Good Manufacturing Practices are prescribed to ensure that: 

(i) Raw materials used in the manufacture of drugs are authentic, of prescribed 
quality and are free from contamination. 

(ii) The manufacturing process is as has been prescribed to maintain the 
standards. 

(iii) Adequate quality control measures are adopted and 

(iv) The manufactured drug which is released for sale is of acceptable quality. 

(v) To achieve the objectives listed above, each licencee shall evolve 
methodology and procedures for following the prescribed process of 
manufacture of drugs which should be documented as a manual and kept 
for reference and inspection. However, teaching institutions and 
registered qualified Vaidyas, Siddhas and Hakeems who prepare medicines 
on their own to dispense to their patients and not selling such drugs in the 
market are exempted from the purview of G.M.P. 




The manufacturing plant should have adequate space for:- 

(I) Receiving and storing raw material. 

(ii) Manufacturing process Areas 

(iii) Quality control section. 

(iv) Finished goods store 

(v) Office 

(vi) Rejected goods/drugs store 




1.1(A) 


The factory buildings for manufacture of Ayurveda, Siddha and Unani 
medicines shall be so situated and shall have such construction as to 
avoid contamination from open sewrage, drain, public lavatory or any 
factory which produces disagreeable or obnoxious odour or fumes or 
excessive soot, dust or smoke. 


[MPT II— T3PE5 3(i)] 
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1.1(B) MiWfams; 

The building used for factory shall be such as to permit production of 
drugs under hygenic conditions and should be free from cobwebs and 
insects/rodents. It should have adequate provision of light and ventilation. The 
floor and the walls should not be damp or moist. The premises used for 
manufacturing, processing, packaging and labeling will be in conformity with the 
provisions of the Factory Act. It shall be located so as to be: 

(I) - Compatible with other manufacturing operations that may be carried out 

in the same or adjacent premises. 

(II) Adequately provided with working space to allow orderly and logical 
placement of equipment and materials to avoid the risk of mix up 
between different drugs or components thereof and control the 
possibility of cross contamination by other drugs or substances and 
avoid the risk of omission of any manufacturing or control step: 

(III) Designed, constructed and maintained to prevent entry of insects and 
rodents. Interior surface (walls, floors and ceilings) shall be smooth 
and free from cracks and permit easy cleaning and disinfection. The 
walls of the room in which the manufacturing operations are carried out 
shall be impervious to and be capable of being kept clean. 
The flooring shall be smooth and even and shall be such as not to 
permit retention or accumulation of dust or waste products. 


1751 GI/2000—4 
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(IV) Provided with proper drainage system in the processing area. The sanitary 
fitting and electrical fixtures in the manufacturing area shall be proper and 
safe. 

(V) Furnace/Bhatti section could be covered with tin roof & proper ventilation, 
but sufficient care should be taken to prevent flies and dust. 

(VI) There should be fire safety measures and proper exits should be there. 

1.1(C) Water SuppIy; 

The water used in manufacture shall be pure and of potable quality. 
Adequate provision of water for washing the premises shall be made. 

1 . 1 (D) Plyposal gf Watte; 

From the manufacturing sections and laboratories the waste water & the 
residues which might be prejudicial to the workers or public health shall be 
disposed off after suitable treatment as 4 per guidelines of pollution control 
authorities to render them harmless. 
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1.1(E) Container's CleaniiKi; 

In factories where operations involving the use of containers such 
as bottles, vials and jars are conducted, there shall be adequate 
arrangements separated from the mqpufacturing operations for washing, 
deaning and drying of such containers. 

1 . 1 (F) Stores; 

Storage should have proper ventilation and shall be free from 
dampness. It should provide independent adequate space for storage of different 
types of material, such as raw material, packaging material & finished products. 

1.1(F)(A) Raw Materials; 

All raw materials procured for manufacturing will be stored in the 
raw materials store. The manufacture based on the experience and the 
characteristics of the particular raw material used in Ayurveda, Siddha and Unani 
system shall decide the use of appropriate containers which would protect.. 
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Quality of the raw material as well as prevent It from damage due to 
dampness, microbiological contamination or rodent and insect infestation, etc. If 
certain raw materials require such controlled environmental conditions, the raw 
materials stores may be sub-divided with proper enclosures to provide such 
conditions by suitable cabinization. While designing such containers, cabins or 
areas in the raw materials store, care may be taken to handle the following 
different categories of raw material:- 

(1) Raw material of metallic origin. 

(2) Raw material of mineral origin. 

(3) Raw material from animal source. 

(4) Fresh Herbs. 

(5) Dry Herbs or plant parts. 

(6) Excipients etc. 

(7) Volatile oils/perfumes & flavours. 

(8) Plant extracts and exudates/resins. 

Each container used for raw material storage shall be properly identified 
with the label which indicates name of the raw material, source of supply and will 
also clearly state the status of raw material such as 'UNDER TEST or 
APPROVED 7 or ' REJECTED 7 . The labels shall further indicate the identify of the 
particular supply in the form of batch No. or lot No. and the date of receipt of the 
consignment. 
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All the raw materials shall be sampled and got tested either by the in 
house Ayurvedic, Siddha and Unani experts (Quality control technical person) or by 
the laboratories approved by the Government and shall be used only on approval 
after verifying. The rejected raw material should be removed from other raw 
material store and should be kept in separate room. Procedure of ' First in first 
out should be adopted for raw materials wherever necessary. Records of the 
receipt, testing and approval or rejection and use of raw material shall be 
maintained. 

1.1(F)(B) Packaging Materials; 

All packaging materials such as bottles, jars, capsules etc. shall be 
stored properly. All containers and closure shall be adequately cleaned and dried 
before packing the products. 

1.1(F)(C) Finished Go ods Stores; 

The finished goods transferred from the production area after proper 
packaging shall be stored in the finished goods stores within an area marked 
"Quarantine". After the quality control laboratory and the experts have checked 
the correctness of finished goods with reference to its packing/labeling as well as 
the finished product quality as prescribed, then it will be moved to "Approved 
Finished Goods Stock" area. Only approved finished goods shall be dispatched 
as per marketing requirements. Distribution records shall be maintained as 
required. 
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If any Ayurvedic, Siddha and Unani drug needs special storage conditions, 
finished goods store shall provide necessary environmental requirements. 

1.1.(G) Working space; 

The manufacturing area shall provide adequate space (manufacture 
and quality control) for orderly placement of equipment and material used in any 
of the operations for which these are employed so as to facilitate easy and safe 
working and to minimize or to eliminate any risk of mix-up between different 
drugs, raw materials and to prevent the possibility of cross contamination of one 
drug by another drug that is manufactured, stored or handled in the same 
premises. 


1.1(H) Health Cloth ing, Sai 




moA Mxaim&M M s &s s s i 


All workers employed in the Factory shall be free from contagious 
diseases. The clothing of the workers shall consist of proper uniform suitable to 
the nature of work and the climate and shall be dean. The uniform shall also 
include doth or synthetic covering for hands, feet and head wherever required. 
Adequate facilities for personal cleanliness such as dean towels, soap and 
scrubbing brushes shall be provided. Separate provision shall be made for 


lavatories to be used by men and women, and such lavatories shall be located at 
places separated from the processing rooms. Workers will also be provided 
facilities for changing their clothes and to keep their personal belongings. 
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i.i(i )M cd«s^.gfi n Ltegc 

The Manufacturer shall also provide: - 

(c) adequate facilities for first aid; 

(d) medical examination of workers at the time of employment and 
periodical check up thereafter by a physician once a year, with 
particular attention being devoted to freedom from infections. 
Records thereof shall be maintained. 

l.l(J)Eq uipm gn_ts: 

For carrying out manufacturing depending on the size of operation 
and the nature of product manufactured, suitable equipment either manually 
operated or operated semi-automatically (Electrical or steam based) or fully 
automatic machinery shall be made available. These may include machines for 
use in the process of manufacture such as crushing, grinding, powdering, boiling, 
mashing, burning, roasting, filtering, drying filling, labeling and packing etc. To 
ensure ease in movement of workers and orderliness in operations a suitably 
adequate space will be ensured between two machines or rows of machines. 
These Equipments have to be properly installed and maintained with proper 
cleaning. 

Proper standard operational procedures (SOPs) for cleaning, maintaining & 
performance of every machine should be laid down. 
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l.l(K) Batch Manufacturing Records; 

The licencee shall maintain batch manufacturing record of each 
batch of Ayurvedic, Siddha and Unani drugs manufactured irrespective of the type 
of product manufactured (classical preparation or patent and proprietary 
medicines). Manufacturing records are required to provide an account of the list of 
raw materials and their quantities obtained from the store, tests conducted during 
the various stages of manufacture like taste, colour, physical characteristics and 
chemical tests as may be necessary or indicated in the approved books of 
Ayurveda, Siddha and Unani mentioned in the First Schedule of the Drugs and 
Cosmetic Act, 1940 (23 of 1940). These tests may include any in-house or 
pharmacopoeial test adopted by the manufacturer in the raw material or in the 
process material and in the finished product. These records shall be duly signed 
by Production and Quality Control Personnel respectively. Details of transfer of 
manufactured drug to the finished products store including dates and quantity of 
drugs transferred along with record of testing of the finished product, if any, 
and packaging, records shall be maintained. Only after the manufactured drugs 
have been verified and accepted quality shall be allowed to be cleared for sale. 

It should be essential to maintain the record of date, manpower, machine 
and equipments used and to keep in process record of various shodhana, 
Bhavana, burning in fire and specific grindings in terms of internal use. 
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*i(L) P M* ^mJB£sp^?; 

Records of sale and distribution of each batch of Ayurveda, Siddha 


and Unanj Drugs shall be maintained in order to facilitate prompt and complete 
recall of the batch, if necessary. 


ti(M) ^msAMMsxSssSt Qsanaiatefrs 

Manufacturers shall maintain a register to record all reports of 
market complaints received regarding the products sold in the market. The 
manufacturer shall enter all data received on such market complaints, 
investigations carried out by the manufacturers regarding the complaint as well as 
any corrective action Initiated to prevent recurrence of such market complaints 
shall also be recorded. Once in a period of six months the manufacturer shall 
submit the record of such complaints to the licensing authority. The Register shall 
also be available for Inspection during any Inspection of the premises. 

Reports of any adverse reaction resulting from the use of Ayurvedic, 
Siddha and Unani drugs shall also be maintained in a separate register by each 
manufacturer. The manufacturer shall investigate any of the adverse reaction to 
find if the same is due to any defect in the product, and whether such reactions 
are already reported in the literature or it is a new observation. 
l.l(N) QM3ji.fr Controls 

Every licensee is required to provide facility for quality control section 
in his own premises or through Government approved testing laboratory. The test 
shall be as per the Ayurveda, Siddha and Unani pharmacopoeia! standard. Where 
the tests are not available, the test should be performed according to the 
manufacturers specification or other information available. The quality control 
section shall verify all the raw materials, monitor in process, 
quality checks and control the quality of finished 
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product being released to finished goods store/ware house. Preferably for such 
Quality control there will be a separate expert. The quality control section shall 
have the following facilities: 


(1) There should be 150 sq. feet area for quality control section. 

(2) For identification of raw drugs, reference books and reference samples 
should be maintained. 

(3) Manufacturing record should be maintained for the various processes. 

(4) To verify the finished products, controlled samples of finished products of 
each batch will be kept for 3 years. 

(5) To supervise and monitor adequacy of conditions under which raw 
materials, semi-finished products and finished products are stored. 

(6) Keep record in establishing shelf life and storage requirements for the 
drugs. 

(7) Manufacturers who are manufacturing patent proprietory Ayuveda Siddha, 
and Unani medicines shall provide their own specification and control 
references in respect of such formulated drugs. 

(8) The record of specific method and procedure of preparation, 
that is, "Bhavana", "Mardana" and "Puta" and the record of every 
process carried out by the manufacturer shall be maintained. 
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(9) The standards for Identity, purity and strength as given in respective 
pharmacopoeias of Ayurveda, Siddha and Unani systems of medicines 
published by Government of India shall be complied with. 

(10) Ail raw materials will be monitored for fungal, bacterial contamination with 
a view to minimise such contamination. 

(11) Quality control section will have a minimum of 

(a) one person with Degree qualification in Ayurveda/Siddha/Unani (A.S.U.) as 
per Schedule II of Indian Medicine Central Council Act, 1970 (84 of 1970) of 
a recognized university or Board. 

(b) Provided that Bachelor of Pharmacy, Pharmacognosy and Chemistry may 
be associated with the quality control section. 


3.0. 

(A) 


R auriis inga i far Sterite Eradiate 
Manufacturing Areas 


For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, 
separate enclosed areas specifically designed for the purpose shall be 
provided. These areas shall be provided with air locks for entry and 
shall be essentially dust free and ventilated with an air supply. For 
all areas where aseptic manufacture has to be carried out, air supply 


shall be filtered through bacteria retaining filters (HEPA Filters) and 


shall be at a pressure higher than in the adjacent areas. The filters 
shall be checked for performance on installation and periodically 


thereafter the record of 
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checks shall be maintained. Ail the surfaces in sterile manufacturing 
areas shall be designed to facilitate cleaning and disinfection. For 
sterile manufacturing routine microbial counts of all Ayurvedic, 
Siddha and Unani drug manufacturing areas shall be carried out 
during operations. Results of such count shall be checked against 
established in-house standards and record maintained. 

Access to manufacturing areas shall be restricted to minimum 
number of authorised personnel. Special procedure to be followed 
for entering and leaving the manufacturing areas shall be written 
down and displayed. 

For the manufacturing of Ayurvedic, Siddha and Unani drug 
that can be sterilised in their final containers, the design of the 
areas shall preclude the possibility of the products intended for 
sterilisation being mixed with or taken to be products already 
sterilised. In case of terminally sterilised products, the design of the 
areas stall predude the possibility of mix up between non-sterile 
and sterile products. 

(B) maA min 

(a) Carrying out manufacturing operations in a separate block of 
adequately isolated building or operating in an isolated enclosure 
within the building. 
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;b) Using appropriate pressure differential in the process area. 
c) Providing a suitable exhaust system. 

;d) Designing laminar flow sterile air systems for sterile products, 
e) The germicidal efficiency of UV lamps shall be checked and recorded 
indicating the burning hours or checked using intensity. 

[f) Individual containers of liquids, and opthalmic solutions shall be 
examined against black-white background fitted with diffused light 
after filling to ensure freedom from contamination with foreign 
suspended matter. 

g) Expert technical staff approved by the Licensing Authority shall check 
and compare actual yield against theoretical yield before final 
distribution of the batch. 

All process controls as required under master formula including room 
temperature relative humidity, volume filled, leakage and darity shall 
be checked and recorded. 
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PART - II 

A. LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING PERMISES 
REQUIRED FOR THE MANUFACTURE OF VARIOUS CATEGORIES OF AYURVEDIC, 

SIDDHA SYSTEM OF MEDICINES. 


SI.No. Category of Minimum manufacturing Machinery/ 

Medicine space required equipment recommended 


( 1 ) ( 2 ) 


(3) 


(4) 


1200 Square feet 
covered area with 
separate cabins 
partitions for each 
activity. If 
Unani medicines are 
manufactured in same 
Premises an additional 
Area of 400 sq. feet 
will be required. 


1. Anjana/Pisti 


2. Churna/Nasya 
Manjan/Lepa 
Kwath Churn 


100 Sq. feet Karel/mechanised/ 

motorised,kharel. 
End runner/Ball- 
Mill Sieves/ 
Shifter 

200 Sq.feet Grinder/ 

Disintegrator/ 

Pulverisar/ 

Powder mixer/ 
sieves/shifter 


3. Pills/Vatti/Gutika 
Matirai 


100 Sq.feet Ball Mill, Mass 

mixer powder mixer 
pill/vati cutting 
machine,stainless 
steel trays/ 
Containers for 
Storage. Driers/ 
Mechanised chattee 
(for mixing 
guggul) where 
required. 
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4. Tablets 


100 Sq.feet 


5. Kupi pakva/ 150 Sq.feet 

Ksara/Parpati/ 

Lavana Bhasma 
SatvaXSindura 
Karpu/Uppu/Param 


6. Kajal 


100 Sq. feet 


Ball Mill, Mass 
Mixer/Powdermixer 
Granulator drier. 
Tablet compressing 
Machine and sugar- 
Coating, foliching 
pay in case of 
sugar coated 
tablets,mechanised 
chattee (for 
mixing of guggulu) 
where required. 

Bhatti, Karahi/ 
Stainless Steel 
Vessels/Patila 
Flask, Multani , 
Matti/Plaster of 
Paris,Copper Rod, 
Earthen container, 
Gaj Put Bhatti, 
Muffle furnace 
(Electrically 
operated) End/Edge 
Runner, Exhaust 
Fan, Wooden/S.S. 
Spatula. 

Earthen lamps for 
Collection of 
Kajal, Tipple 
Roller Mill, End 
Runner, Sieves, 
S.S.Patila,Filling 
/packing and 
manufacturing roofli 
should be provided 
with exhaust fan & 
ultra violet lamps 


Capsules 100 Sq.feet Ait Conditioner, 

De humidifier, 
hygrometer,Thermo¬ 
meter, Capsule 
filling Machine and 
chemical balance. 
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8. Ointment/Marham 100 Sq.feet 
Pasai 


Tube filling 
machine. Crimping 
Medicine/Ointment 
Mixer, End Runner 
/Mill (Where 
required), S.S. 
Storage Container 
S.S. PatiIt?. 


10. Pak/Avaleh/Khand/ 
Modak/Lakayam 


100 Sq.feet Bhatti 'Jon 
fitted wren 
Exhaust fan and 
should be fly 
proof. Iron Kadahi 
/S.S. Patila and 
S.S. Storage 
container. 


10. Panak Syrup/Pravahi 
Kwath Manapaku 


♦ 

150 Sq.feet Tinctum press, 

exhaust fan fitted 
and fly proof, Bhatti 
section, Bottle washing 
Machine, filter press/Gra 
filter Liquid filling tan 
with 

tap/liquid filling 
machine, P.P. 

Copping Machine. 


11. Asava/Aristha 200 Sq.feet Same as mentioned above. 

Fermentation tanks 
containers and 
Distillation Plant where 
necessary, Filter Press. 


12. Sura 


100 Sq.feet Same as mentioned above 

plus Distillation plant 
and Transfer pump. 


13. Ark Tinir 100 Sq.feet Maceration tank, 

Distillation plant, 
Liquid filling tank with 
tap/Gravity filter/ 
Filter press, Visual 
inspection box. 




14. Tail/Ghrit 
Ney 


100 Sq.feet Bhatti, Kadahi/S.S. 

Patila S.S. Storage 
Containers, Filtration 
equipment, filling tank 
with tap/Liquid filling 
machine. 


16. Aschyotan/ 100 Sq.feet Hot air oven 

Netra Malham electrically heated with 

Panir thermostatic control, 

cettle gas or 
electrically heated with 
suitable mixing 
arrangements collation 
mill or ointment mill, 
tube filling equipment, 
mixing and storage tanks 
of stainless steel or of 
other suitable material 
sintered glass funnel, 
seitz filter or filter 
candle, liquid filling 
equipment, autoclavee. 


16. Each manufacturing unit 200 Sq.feet 

will have a separate area 
for Bhatti, furnaces, 
boilers, puta, etc. 

This will have proper ventilation, 
removal of smoke, prevention of 
flies, insects, dust etc. 

The furnace section could have 
tin roof. 


1751 GI/2000—6 
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B. LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING PEWJSE8 

REQUIRED FOR THE 

MANUFACTURE OF VARIOUS CATEGORIES OF UNANI SYSTK 


OF MEDICINES. 


SI.No. Category of 

Minimum manufacturing 

Machinery/ 

Medicine 

space required 

equipment 

<1> (2) 

(3) 

(4) 

1 . 

1200 square feet 



Itrifal Tiryao/ 

majoon/Laooq/ 

JawarishKhamiras 


covered area with 
separate cabins. 
Partitions for each 
Activity. If 
Ayurve da/Siddha, 
Medicines are also 
manufactured in 
same premises an 
additional areas of 
400 square feet will 
be required. 

100 Sq.feet 


Grinder/Pulveriser, 
Sieves, powder mixer 
(if required), S.S. 
Patilas, Bhatti and 
Other accessories, 
Planter mixer for 
Khamiras. 



2. Arq, 100, Sq.feet Distillation Plant 

(garembic) S.S. Storage 
Tank, Boiling Vessel, 
Gravity filter. Bottle 
Filling machine, Bottle 
washing machine. Bottle 
drier. 

q.feet Grinder/Pulversier, 

Selves, Powder Mixer, 
(Where required) Trays. 

100 Sq. feet Grinder/pulversier, 

Seives, Trays, Sccops, 
Powder mixer, (Where 
required). 

100 Sq.feet Oil Expeller, S.S. 

Patilas Oil filter 
Bottle, filling Machine, 
Bottle drier, Bhatti. 

6. Shiyaf, Surma, Kajal 100 Sq. feet End runner, mixing S.S. 

Vessel 

7. Marham, Zimad, 100 Sq.feet Kharal. 

(Ointment) Bhatti, End runner, 

Grinder, Pulveriser, 
Tripple Roller Mill (if 


5. Raughan (oils) 

(Crushing & Boiling) 


3. Habb (Pills) 100 


4. Sufoof (Powder) 



j_ z 'u d. 'i i ^ Uf INI A . h.i 1 K^i wivUJ AR _ [P\rt II —Sec. 3(1)] 

8. Qurs(Tab) 100 Sq.feet Grinder/Pulveriser, 

Sieves, Powder mixer 
(Where needed), 
Granulator, Drier, 
Tablet Compressing 
Machine, Die punches 
Trays, O.T. Apparatus, 
Balance with weights, 
Scoops, Sugar Coating 
Pan, polishing pan, 
Heater. 


9. Kushta 100 Sq.feet Bhatti, Kharal, Sil 

Batta, Eartern pots. 

10. Murabba 100 Sq.feet Aluminium Vessels 50-100 

kgs. Capacity, Gendna, 
Bhatti. 


11. Capsule 100 Sq.feet Pulveriser, Powder mixer 

(Where needed), capsule 
filling machine, Air 
Conditioner,Dehumidifier 
Balance with weights, 
storage-containers, 
glass. 



[ 11—' 

12. Sharbat & Jushanda 100 Sq.feet Tinctum Press, exhausted 

fan fitted, Bhatti 
section, Bottle Washing 
machine, Filter Press 
Gravity Filter, Liquid 
filling tank with tap/ 
liquid filling Machine, 
PP capping machine, air 
oven electrically heated 
with Thermostatic 
control, cettle. 


13.Qutoor Chasm and 
Marham(Eye drops 
Eype ointment) 


100 Sq.feet Hot air oven 

electrically heated with 
Thermostatic control, 
Cettle. 


14. Each manufacturing unit 200 Sq.feet 

will have a separate area 
for Bhatti, furnaces, 
boilers, putta, etc. 

This will have proper ventilation, 
removal of smoke, prevention of 
flies, insects, dust etc. 



L . .1 


U art n—S ec. j(i)| 


Note: 

The above requirements of machinery, equipments, space, 
qualifications are made subject to the modification at the 
discretion of the Licensing Authority; if he is of the 
opinion that having regard to the nature and extent of the 
manufacturing operations it is necessary to relax or alter 
then in the* circumstances in a particular case. 

[No. K. 11020/5/97-DCC (ISM)] 

L. PRASAD, Jt. Secy. 


Foot-Note: 

The Principal rules were published in the official 
Gazette vide notification No.F.28-10/45H(l) dated 21-12-1945 
and last amended vide GSR 352 (E) dated 26.04.2R.oo The 
Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is 
contained in the publication of the Ministry of Health and 
Family Welfare (Department of Health) containing the Drugs 
and Cosmetics Act, 1940 (PDGHS-61) 
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3lftnj^RT 

M f^ft, 23 2000 

RT.W.fa. 561( 3T).—WT^Ff wmt 1945 ^ 3?fc ^ 

<fcfc1M4 fwif 3JI^f, 3fkfe 3rfc 3RPR WTlft SlfafoqiT, 1940 (1940 ^FT 23) ^ «TP(J 33 ^ 

*iror % wra, 3 reTftrrcq, wt- 2,1^-3, -sws (i), wter 24 r£ 1999 3 Tfn.mft. 

384(31) ?RI T$ '?nft *4f2w4l'3^ 3JHTf^1?f ^ IT^TT^TT «ft, STT^T 3?ft ^TFSf 37Txjf^1 

H'fllVlfl PF 4 I W «TF, afo ^ IJ^TT ^ 3 fT^T ai<|<g PjR 14>1 stftRJ^FH ^ 

■3^1 <MH5| ■qft yRlni «RUI ^ °FTT W, %lf^R1 f^TSRt 31^1 

f^TT 'jfTi^n : 


7F^i4^i999^t^TT^<jMd*i mfonmqr. 

31rT: aw,3s ft q W * »t, W 3lf*#R*??£sRT 33-3SKI W4 t 1 w<^l <Wrl 

aflipfa, ftw zfa <iHI»R RFn^R^tt $ miH¥i ^ % HW^alNfa afR WHRR 

fWf, 1945 cRT sfR WlfcH <W%% FdiJ faHfrfftsffi fow^RIrft 31^ :- 

fa*TR 


1. 


atafasTftSRTRR UWlft ^RTfeR ftWR, 2000 fc, I 
^WW^W4»IVH4>t rlT^I ^t5FfrT#t I 
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^#R^FkT I 

2. aftqftr aft? imi«w ?n*nft f*ra»r, 1945 3, 

(«p) fwf 155-^% f^fT^nT, 3^[:- 

155^5T3iT^,ffcsr 3ft?*j?n#3ftqftrattf arc# PiMm^ warari 
wun ro- 


angefa, ftrar *tt ^=rpft aftaM %fafa^faiaft ^taiW) fafaiiW HuiiM^rsraFT 







aftqfoft aj^fl PcfH^ I a^MMH # ft I 


(^r) 157 -?R^(l) % W5H?t ftHfaRsId aidr^lftrf <4U?»n, SWfa:- 

(l^j) an^fcre 

ail^fr ^l3<H 4>>MI, fcRlfl faPHMH M*M*3 fomR 

araqfrHT«iH4>iA 4M<f ra ^wiraka^m Hiftwifl *r %a^R 

3T^ITaft% % MV^IrJj 3 t^RT^ arafa%*flrl? F’T 26^ 14 JFTFT^ ^i(l «t>}*ll I 



[HTTII—3(i) ] 
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(n) PMHPdPsM STcH-WiPMcI f«Wl anqui, :- 

y^M 26 ^. - 1 
(four 155 -f§ ^fetr) 

(371^, f^g - ^pft sfNftptf % fapRldi ^ 3iW) f°tPiWM y u iiRri4! ^T y'-ii'd ^ ) 
y^Tf^Irl fo*JT ^fTrH % %-*-^R '41 dll faPHM^I 


3Tpf$Rl4^t-TFR- 

f^T^t -■%, atfcfa 3fKTTOT«FTUIHlftft*R, 1945 


^t-37^ft ^ 3 3#l¥^T%37^rR sfaftRf 3 T^H^rWt 

SPmPdl4f ^ SR 3Ff7TdR ^Rd'l ^ I 

^TtF MhI u I 4^ % ^TT I 


rTT^hsT 


W=T 

wtr/ 


37^TFR 


00 3T^ft ^ %WTRpR#rf^ M^II, 3R^:- 


1751 01/2000—7 
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3^# H 
fWT 157 ^7o(TI 

faff 

3Twr vcihmph v^linor 

talHfold ^ ^%fa?3^fakkr ^fkrf fsf%rT55^-^TTrft% :- 

(1) 3fakk %f5rf^W4fl^rr wnft RRite v ts(M m -wifki)c&fr 3k 
^spJT^r^fr^ i 

(li) fcfkM^jfcrrkft^ kft ^gm^TTTOii^t ^nq-^%fa?M fci^ kfc 


(ni) qqfoT^pnfa^fkfaT 3k 

(iv) ^Fft fdfnfMri 3kfc # fcsW %fa? fasMrft ^TTrft %, kt | | 

(v) ^ %fa?fafosppffaw 3f|qM%kfafaa% 

fa? kft ffaR 3k kfarfa fa fafakr fanr fare* ffafcre* % ?re 4 
Wlfafa^ faff 3k fcfalk c^T fkfaT % fan TJ^T'WTT I cffaq , fat 3TW ^«nxj 
,*fa#f*r ak 3rktT w<t %, faff 3k fak fa *fa far* 3fa ktfa fa fafarei 

fffa % 3k 3krfkrt ^t sjffr A fare fa wr fc, ^ 3fat kkfar ifafai % fa k 
3TM f I 



[ , mn ii—^(i) ] 


"T^r ___?! 

'TFT-1 

- , r _a ^ .r v .^ Ti, _ - ,0 -1? 

3p®ticiRm^i ^gmm 

^TTTWRT^f^T: 

fafafa 7TMT3fanPrlfarT %ffar 'faRT WT^Tr:- 

( 1) cfT5?ft wfa 5TM 3-fft 

(ii) fafaW Sffa^Sft 

(iii) fn*fai ar^TFf 

(iv) RIFT^gTT 

(V) cJi'|A|faq 

(vi) tim/ afafa ij§rc 

1.1 TTTOTTVT 3^WTTT :- 

1.1 Cbf) afa&rfrf 3^rr ufafa: 

3d^Sfe+, 3fl?TJRPft straw%T c([hh1u| %r<rilJ <*l<yiA % fa?cT#t 

3fR iRRWTWP^R^T #TT fa(R* fa ^ RMt, tfh|<rW 

*nfa*ft# +k<=i^ %^rJTRr^iR^t^fa, fafal 3^m ^ u imh<+ ^far 
^^T^37Tfa^T?TT|- I 
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3?R ^ TpFT ^jrt i^^if Wm 7t?R^H 3^R 3T^M ^RT ^11%^ l^3?R 

4)oil<) 4 3H^dl VT #FR I foPwW , WH^t>< u l 3TtT FTHT^%qf^ 

TOjrt a#rfwr% 3q4«ff%a^FqF^ i^^n^3^ejcT?tnT,f5TO^%: 

(I) ^ararf^joiiir^i^ 3^r?t^T 

(ii) 3% UIHlft %«ile|f&ld 3fad<tal*Hd I«fm %f5r[F qq^teqrrr ^sjpr qft qqfrrT?Tr^ , 

fqrfqfqq affqfsfqf cR% % 37FRT Tf fq<q % '^ftf’Snq ^ 

^T *fT TI% sfa 3?^ 3l)qfq4) ^T q^it fTCT flfcf-Hc^ui qft ITO? qft fotfkrf fqjqt *TT *?%■ 
3 ^f^ffHMWRTfd^l %r^ui ^Rsm qqfq<7q>'^U| fqRq^q-^ | 

(iii) ^»tcrr 3^r ^rNif % rt^t Tt^- % f^rq; ^rf^r^f^RT, Trfqrfq?f 3T5?%cT i 

^3^^rT)iwft#1t afrT^^^Ffrft^TF^^' 3WFft£^^3flT 
fWHffclHri fed. '^TT I <^»h) ^ [c|PihI u i qft dici) t' 3d«fc) 4)dl} 

#f) I RT^ rich'll 3fl?’HHcKtf ?fqT affT ^fT ?tqT f^RT^ ^FT^ ^ qi 
SffW ’3rqi^Rf^nfeTqT ^T?tTI% I 

(iv) ^ ROj^ft| i^TRW%^^'?<rsScTT 
fef^T afl? fq^r ■'H^d '3ffT^7%rT#f I 

(v) ’^3^qFTq^feTq5t^rI^sqR^iTT : I%J7T 3^T TP^facT iqqicR #TT, fqRJ qfqgqf 

3iflT^T%Pie)|<u|%f^ qq^TUdqidl «Rcft *TH| T ETT%q | 

(vi) 3#TgWI ^ dlP^ 3ffr-H^ci fqqiRT I 
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1.1 (*T)HW1HTO 

fafakPT 

WflWI ^ dm«tl I 

1.1 (*) jw ftr ^ ^T 

fafi^ u i s^cnnl atk jrakreiM# % ^ , frHk 

^TT <rfi<*> 4qK«q ^ Ufa<J*1 JH1R 'T? U«Wti & 5^°T Md<J| Jnfa^ffktf % I TPfafa% 

cjM^<W ■SMdK '*11^11 1 

1.1 (I) aiTORt^^ili: 

^r *R<anl k, ararif sfowl, tfforat afk h^h! %wtIt <ni^ 

<W^ 3k % fal? faPmfo I kfsW I3ff k 

Rkfcd «<IW1 ^ l 


l.l fttfvr: 

I fafa* dwfaifi ^ 
' fflmft , WdM TOft afacTOR 3rqi^%»tT5TC^ %fHtT^RrWR#TT I 


1.1 (w) 

%fal*yr=rf T\$wft ^4THmfafi^’«fiwft wnftksr?3 kSlkrTta 
^TT I Pdfakldl, 3T3*re 3?k 3TT^, afc SWI^R 4 WJWW*R wW% 

srwR^r <w% Thm ^■gf^fcT 33n«Fit^T fafatwq 

afk^rc# wz?#^ ,^jw3f°i^ i 

M^t^ 3^n fckt 

^W#^^3q^ei%qT^T^% I kgR^^k STTCHf, ^cT.^^T % SjfoFr'FT 

%tfw wt ^ wiftraf %faq wfwiI > 


1 V^eFTp^^twrrft I 
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2 0 _ _ f\ A _ ft 

^nt 1 

3 i 

4 I 

5 '^sfl *77 % vtpt | 

6 *37337517 371 ft i 

7 'cto/y'ft i 

8 *fft f=nER^tTT afR- i 

^V«ft HslU^I %ftn? ngqfT Jftsfar 37FS7R ^ M *7 ?^7 ^ 

^nrrft # ^eft wrcft ^r ^m, jrr wh sq^id ^rctt <ft 34k ftt grsft ttfetI ^ 

M%tfTftfa ^TT 3T^rt%T 3WI 377^^ *ft FTC ?^7 ^ NoRUi %fTT $ I ft. *77 <W ft. 

3fag^l#J7|fagftc!Tft7?%^ftfMWH^ gft WR^^f^f^rjr | 


*nft graft ^Trofafti % gijft fftq afa gr ft gggft gr tR ft 377fftftF, 37 ft 
fftftift (ganfftftfgwr rrgftfaft arfftr) imgi ^rcgn? irt 373ftftfl n^wwiaft ft gftw <757077271 
^wn afi?% eft vTztiwrm i aifft^f grsft writ ftt 

aRT gveft ^rift *teR ft hsftt wm atR w ft ^nw i ^ 37ig!W<*» ft graft 77T*rft 
% f^nr tTrft a?RT, wft ftt ftftgr ftftftTfr ftt ^ft 1 graft ttwjtI eft uifft, fttew aft? 
•arpfcR gr 377ftf5fft afk TFrftn % 37fftftg 7 ft ^Tftt 1 


1.1 37 ( 377 ) Of^'M «wdl:- 

77^ 77717 ft ftft ftrTH, JTrfaH, ft'ftjrT 37ft 37^7 ?TFT7ft wtfm W1 ft 

vrgrfTcTgft^^ft 1 577ft 3 ttstr 3^17 aTTftsg^ shrift ft ft%*T ft 3ft ggfcfr 57*17 ft ttt’tt fftr ^rmft 
3fR 3# 3*31*71 ^WfT 1 

1.1 rf(?) ftwtTTHftST? :- 

‘3t c 7T^T ftl ft 37fffftr ftTT7 *7773 ft TT^TcT ftftT % W3TcT gTTcfrr M%T ^ 

4 V^lRrl faffT 4rfrqfTT I ^ <^lfHc[l Pl4^u| jJijI'iVIMI 37l7 fg7ftg?ft "SOT rhK Hl<n gft 
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^pT^T 41 RTR dR4 qf^ T rtR/Rsft RRR RR R7T RRR RrRlR RRrpRR 4 rNrRR 7T RTTRt ^j^rTT 
Rk 4 r rr 4t rt 4 k, rr w, r^iPtci 4rr rpr rrr> *4* 4 rr fan « i rrr .sRpifar 4 rr 
RF f 4t 4 f'MM'JR RRRTRT 4 VRU? tffaf fan RIRTf I faRRT -Rffafat 4t RRT RctfftfR 7R1 RFR 
lRfafaft RRJRfa, f7R£ *?R ^Rlfa *fafa 4 fan fRRR RRRq 4Wjt 4t RTR7RRRT ffat t 4 
4RR HR RRR 4 RTR^RR qftfaflR 3Rq^TT3qft 4t oRRfRT 4t •^TTTnft | 

l.l(u)^NiT(»T?erR: 

fafafar 4 fa4 4 t 4fan 4 5R[Ri rrrr 4r rtrh'i fanR fan irrt faRr?H fan 
RFTT k , 4, a^fipsspr FRHR 4 fan RRTR 1 WR (ffalfaf 4R RRlfa4 fafaj )4l ^RRTRTRT Rlfa 
frrcm fa t^th 4r ?f4w Rpfam ri tejrr rrirt ri rrt rr i4faR fafafa, rrrt Rfafan % 
RIRR A 1*R R4 R fa4l 4l fafaf rt RR RT ^ fa-R R1 rr 4r rr rt4r rt rr 4 Rfa4 4 

RfafaF 7 ! Rt RRRR1 RT faRTR tRRT RT RR fa pR r 4 4?TR 4 fafaRR .RR1RR R r 4 33lt RRT 
k i 

1.1 (R) Rtfafa RT RR«SJ. TO .FRRidl fa? STTCfaT *. 

rwhwt n PnnfaR 7i4t r4rr rr4tr nfa R R 41 nrn i r4rri 4 rtr ri 4 Rt rr4t. 
fa rfRMR 4 fan •tR^RT Rfa 4 FR 4 (44 fa TRR5 44 I fat 4 faffa R3 fa faffa ?tl fat, RT 

fa fa 4 ,' 4 htt RfR v.|[ 74 vRR MTRR 4 f t I Rf'FTRl ^RRJRl 4 fRR R^IRf 4 4T 44 FRR5 

'IlfRMi, RR{-d ^fu RRTH ^7IT 4t R-RR RTR»4 44t 'RlffR i T J^ft ^4n4fRl4 4 f4n 
T.JRR-; viRTf-RT 4f RoRRT r 4 4R 44 VfTRRR 5 RRRv 5R R>4t 4 ^44 44RT R? 3T444R 44 
Ir4rt 4 41 R'R >RR R4R4 4 fRR 4 r '■•Rf'trMci FTIRR 4rRi4 4 tRT v4 ^4 r]34 r4 
M I 

1.1 (IT) PxlPchrHI 4^1 4 : 

fRtRTRT fHHfnf J 4R 4t 4t cRRTRT R>4ll :- 


(R) RTRfRR> dRRR 4 PR RRIRf ^RTR 
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(n) AA toto t rft§T u r A A *to3R M\ mm* 


l^n% AtoRiMti 

1.1 ($t) 3*totr 

Ain qn strfrA faPtffo3c<nnnftqftfn< rA? nn?T|tiPA hH fA M%fA 

gqzjcfff <jq*c+R # in ?lt FTM RRlfRcT #t R AMRcT (fasjR nT ^TR T^iRct) aRRT^^R ^ 
^iPrld #ft, mft&l ^RTF At I Afa P=)PRlfal ART ^ W tor, 
prsr, rrrr, wi, At, h^m, ^pFT, *rr, AtrA % An A3 trW 
AM toA % i AMt % Art 3 fM 3 m?r % to 3 r spJfR ^ 3 AnT3TT 4 
oqc|Ml*H u l %to3" R#3nT M3 31 AM %33f 3 ?R 3 dM<f*r( w ^P-ilto 

fto RftRTT I FT dM^Rl 3t TOjto^ 3 MA feRT R1RTT 3 r 33cl"RM 3^RTT -SFRSTR 
to writ i tor MM rM , to to ftoR 3 to M^jrr 

MRT3fMr3tI 
1.1(8) S^fMtoauftor: 

r^AtM tofM srk (ftoto m site MM ator) 31 tor n>r 

«tr n ri 3 ft? f333?r 3rrg3to, fM 33 ^tp 3 3[3M3Mqr toftoto Mrto 

At i fAto Mtor 3 Ml rtM 31 ^3 rt ftor 33 3 sr 3 Mrrt 31 ni Ml 
rirM, ^arm 3 t, 3lf?R> r^tr 33 RRRfto MM 33 fMto % f¥A rM % 3rr to 
i|3M, 3l RMyqcft 3 Zfr3l33 33 5RTOR A3RR 1940 (1940 nr 23) 31 rM 3FjM 4 
c|fu|fl ^|^4f44>, 3 r* 33 mil'll 31 ■^•jHlf^n ^w3l 3 $Prct R>T fqRT RRT Mf$RT ^ I 

q^^%aAnnv^ 3^R fRR^cqK^ rqpH^nt irt anftf^r aA 

4 IAt iRT Ann^RT I ^ 37fn^I sFRTT d^II^H 3tR 'tMlfrldl PiIRT 
?R I An5tifTcTt% AR AM % 

^n«T3TcifeT^nt AMq^rrrAatRRRTA t, fm 3nnnn^R^fAftn Afa% Ar 
% ®jfR %■Rpq RTtrft | tAfR?T AfAt ^N4 RR f^R A A q-qifdi) %RR 
"A % TOM 3R<nt faRR n5t pMft % f?R R^TIrT IAt RTRTT I MtoT Vil^Hl,, <nM„ ■SRT *T 

M A ARqr Mn % A^Rt % ^rpR fAr^: An Art % AM crtt A) rtM 

^hv i R m , An A % AM jm mrt AAAt rtA i 

1.1 (3) to arftor: 

#R%rRR A^rRFRRR WR $, 3TR[4n, 

f^R* <^il4l sftqfAf ^y^ch fc(j^q tIr r^r-K u l % TTfarRsT TOt ^1l^ J ) 
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1.1(5) «<mi< RRaifator: 

M^r?TT, rtrriP fRRRT fR*j rr % wi 3 rrr rtrr r?P R*ft fpqtet ^ 

RFR^ % RR^ RpR*<R ^ I PcMdl T&ft RRR fcTRRRdt RR R1RR RRp 3RR^, 3R 

pR<t>iRdl rP RRfRR faPin'imaPt' rrt fRR* ^ -aRfaWf Rip rIw r^tt apR rtr # rftr Pv i RR-gdl 
R>t ^pRT^frf R>f P|r>A % P'll' 3TRR R>t R^ RJRR c t>lpdl?s| RR a^RH^ <<sHl I [dP-mVll 6 RRf R>t 
afRfa *P RRi RR 3d^T1IMH J-41P^l<=M<1 R>t TpRp p91R>|4|cll RR arfR^R Rt M*^d R>p'll ! <P>1<ti< mP«H< 

% Pt>^P) Rp Pi'(l^ u l % 'PWld Pi<l*Al u l % RdtJ 3M<d«R ^Pll I 

R^ PcMm sTRT ang^fRRR fpRR apR tjrtrP appR^Rp % irrPr % qftu i m^n f^PP 

R^^RR RfofRRTT R^P fpRp£ % frRT TT^ ^f7 R7RT -^nj\ \ fRfRRpRT fRRpP VlPdfoR RpdPa>q i 
^R aR%nj R£ fRRRRT^ % fcRR R^RT fRT RF 3RTTR 4 fRRpP fd^hfd % RRRR £ 3pR RRT 

Q*P) RfdfRiRTR YTRRp *P RF<^ PP arfR<^P=lcl tpRTRFRRT aT^RTt^RT%■ I 

1.1(5) 55T fkfl P<4am : 

Rc^F R^flfRIRTpP Rp 3^ R^ ^ ^ f% RF 3RT^ RfpRpP 3 RT RRRRR £RT 3RJRpfR?T 
RTP^PR w 4PR¥IMI % RRRR Rp ddlP^Sp ftWR aRJRTR % fpRR igfRRT 3RRF*T RRTRRT I RRpSRR, 
aiRpfc Pd<£ 3ptR <{hh 1 ‘‘pRR RTR RR5 % 3RJRR FpRT | 'Rltyui dH<d<*I dtfl ^ RFT RpfaiRR 
fRpRRpcTI % fdP^VI RT 3RR 3R7R3R RJRRT % 3RJRR fRRJ RlfFR I RRlpHil fRRRR 3RJRTR RRp 
RvcRp RTRfjRpr RFT RrRTRR RipRT, 3RT:R%RT Rip Rtfe, RR#T£p R?P ^TR 3pft cpRR RfRT R5R/ RfePTR 
% fR[R PH4)I^I feR RRf RT^ ^RR 3?R1R dRlpRcil Ph-MRR RjpRT I atfRRTRR: f$ Rdlf^cil PdRR^I % 


fcRRIRF^RR> poivmrl KRTT I RR#^fRWT 


t, 3Rp|rr :- 


1 RdlPHd) Ph-M^ui 3^RRT%fRRr 150 rA^JR^ SftR #TTRT%TT I 

2 RRTRtaPtRfRR^R^RRT%iRfR, f^ ^RT% 3pR f^RT Rt RT^ RI%R I 

3 iRf^RRRfRRiaPr%fRRrpc(pHR'|U| a^fq<^R RT^ RT%R I 

4 ^RR fRR RR 3cRT^ % RrRTRR % f7R7 Rr^R) ^R % ^RR HrRTRf % f^RfRcT cftR R 1 ^ rfR> 

I 

5 fRR RWaft % 33Rp3 RvcRt RlRRt, 3^ ^RR fRR rtt 3pR ^RR- BcRTR R# f, ^RR?f 


RRV?T?R RR R^RR apR ^ RHte'RRRT I 

6 3p[RfRRt % fRR pTRFTf 3R^ RR|UR apR RU^Kaj 3^^3pt RR 3?f»R^R RRRT I 

7 dpf PdPRR'ldl, ^Tt flIMPdTR afT^R, fpRR ^RTRt apTRfRRt RR PdPd*-l^l RR R% t, ^Pt IrPRcT 

3p[RfRRt R^t RTRR 3TR^ pTRt PdPd^l apR Pn4d u l Pd^VI R>P J 1 I 
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PdPfe 3qk 5lfW RTT 3*, WIT, R^T 3^ ^ <*T 3#f^l 

3pR Pcrf^dl SRT Ef 5I?^E ufw EE 3[fa#rq TEfT TffrqTr | 

qf€TR, EJ^cTT 3^ ?rfqfT % frlR 3E HM<+) EE, # ERE WR TTRT Wilfrid sftaftRlf % 

^fe^EEjEl Eldl'Jj HHV< 

Pt>qi EERT! i 


11 EdM f¥m STREET 4 EE? ■ 

(q?) XTq7^|j oqfqrf, PdR^ ERTlEEft Hl-Ecll EM ETETiEit, El«dW 

fqp^F RT %#E EftEE 3ifafEEE, 1970 (1970 EE 48 ) eft 3 i^eI 2 % 3RJER 
37T^#3f/f^/^TRt (E-TRT.^j.) 3 FTTEET E^ 3T&TT ^ I 
(7q) q?R3 EE*fcft, 3fR ^ieh ee ^Hin^ eeiPhe) PHii^^i 3RfETE^ 

3.0 (xq) i'l'jftailij 4rMl<4 Pl>{ 31^!flTl 
(3T) PePheWt m 


pHMp t q F] 3 tt^R^, ^pnt 3fa % fafaEto % fcr? ^ 

qf^f^T gfo eft w 4HH %f<EE TlfEdiP-Ed Pe<4I ETE 

EEJ 3TT^%7TM7tR#RT#t I T$ EEt ^ % Rtt? ^T?t STF^Iw fEfaEW fw *TRT t, EEJ 
EE 41dIU] yfdElftcl ER^ EE^ PeWEI (^ET PhwE>) % HlWT ^ fTPT^T fEET WEET 3fR ^Tl 
REt |E % EETE <i^Ed< EETE 77 ?PTT I Pd*M^E>l E>t RETEET ER EE^ *1 MkH E^ ^lid E^t 
^5=nTTift 3fR M^dld E>lPdE><1‘. -did % 3lfq^7§ E?t M^d Pdidl dli^Tl I fd4Wl u j RlPddH 
$E R rr\ RRETl “Ft, Rd^cfl 3fa PddEMd E^t RJER EET^ ^ fcfE 3fpH^P y Md fEET WI I 

pHvjficilU] PdPdtfm % ERE THE 3fTffer, 3pR RETEt 3^ P#d^T EE RTfEET3Tt % 
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'^«b^w^lfo|ch ?mz pch<Mi 'Hi^ii 
«F>f 'MI^D 3tR^T^T W ' r ll^ , ll I 

M^mW 4 TT^T 5nfaf*T #1^ ^ ^£RTR M rT^FT t #TT I fafrqW 
4 3^»T % f^TTT a^ROJ qft ^ f^R nf^T 

f^TT '*TP? T TT I 

Q’tH 3n^lq«t>» Rl»fi 3-flT ^Il4) sfhfa % fqfqqW % fpl4, f^f% <5d^> ^frlH 3 TRpm[ 
f^TT ' 5 TT ^5rfT t, % P^llsH 4 % fcfTT 3?]y|pqcf BrRRt % 

^ManojfKi 

M«h«[*m <d^Klqftqwtf, sfrf %few 4 fft-MeiiuftKi %M^fcf % 

StFRT^pHd H<flfw I 


(3TT) ^4^NV| tffR fa*SH>l % nfe t|d|fc|tHfe4 l l: 

fa) qqfa ^q tt^t to % ^ 3 faffaWT ^qrq ^tt qr w % 4 ?r qq*q 

5rrsf3«H«h| JMMH =MHI I 

fa) mwskui sfr3 fa «*W wfin ^t <w4Vi <**wi i 

(TT) <Wtfad Pnt+TOch qft ^T^TT^TT I 


if qft #H<*>pMHI qRRT I 
fa )q<|^J|4l faf <>l|UJHI¥ft STRcTT ^ W3 qft Wit ^T fat fa ^favicl qfat f* 
-&FR 3#Tfam§T ^ I 

fa) sfa fa? SIFZnfafa* faff % 3WT-3Rqq -3WRt fa ^H u l % My MM fN^TFrf^T PipilMd 

qfaf qfa ^^TSfUi ^Tjffafa ^Pqffacl qfa % ffa ffarffa ■& fa^T 

^qfaqfa^wft I 


fa) 3R^rm faqq>iP) irt 3Fjqtffa qqfafa cufaift*^ far % fafar faR^i % ^ 
^WlPdM) drHKH ^ MKdpMM> vjcMI<H fa faqfaRt atRcJpRTTfaft I 


RR£T qqfalT % 3 T#T Wlffaf ^qt qffalT f^m ffafa afafa W rlNMIH RI^fcT 


a=n^?TT,qffa arPTfR,ffaqafafafafcn^^Ef^Tjnrnft-3#r #®mwh i 
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(3T) 

3 ^TRlPwfal l|ftwj 



^pFrftaiFT 

WltatfcT 



1. I 3M-|/ft*Q 




yta ta - 

cMIH % fefT 

1200 cpf effi 

fccHkM fI%rT, 
37TWTf^T 
?^T I ^ *jta 
'3f|yf«Rt 3# 
tar # fafaft?r 
yfttafrHOO 
R+>£ W>T 
^Fdta sfo 

3H^!VlC1 f£) J ll I 


100 cnt^S 


, 7 sRH T5 TFT/ f*M, 

dldTlAMd) I 


200 ■yy ^ Cj^e^/|q4l-Jlcty'^^qet ) /H|<JS< fiq^pif 

yy/dM4)AMHl I 


100 cPt^: ®TTcT TFTT, TOFT yy, W5T FT9PT 4^, 

ta*T F#T, T^VI TSfef £/*T§TT<F % 
f^Ttr 3fFfR I *J“t> e t>Ah1cf>a ^ITZl 'j ,, J?'1 

%ta)^?T3rifeta i 


100 cft^z «n?r ta 5 {omhh fiw tarresr ftar yy, 

m, feta Ttar *ta ta 
ta ftaF, ta taycT feta yft ^?tt 3 


IE!^irSli?UA*a^RIErS^IMKUUIKKnnM!JEaEuLUl 


3FlfeTfr?t i 


5. -fjtftyytarr/ 150 cpt^s 
M'feVd«l'J|, Wf 




















1 

spfr/saj/qTW 


6. 


100 <4^ 

7. 


loo crt^ 

8. 

M<eW 

wi 

100 <4^ 

9. 

4T4^3ra^?ft3iir 

Hte«hArW>l*W 

O 

o 

10. 

^H4> ^l4ci/U4l?f) 

c^/TT^qrf 

150^^2 

11. 

3TT7ra/47*Z 

200 cpfgz 

12. 

W 

100 <4 $z 

13. 

4k 

100 <4fZ 

14. 

mm 

100 <4^ 


^crlR M /l|R^ mi7Z7, rliw &5, fc# 
(ft^er 7Z7, rntebwcb m 

f\ i N N ft \ 

7ZM, 74jdl 1 

% *iW$ u l %f4> fn^ 44K EkVl-l f*Hcri» 
Tj57Z7, xtin4 44 H^dl, *R*T$f%n 

47 R(Pih 1 u I ^ Pi'*fi|'fl^) M<gi 47 l I<|«^'h1 

^44 cqq^| ^|rft 1 

c. t\ f f\ t\ 

qmi^<n=f) , M<ial«w<<^ 3ilsfcfT ‘RImt, ciihhih), 

*4i?r HY1H 3Tft TRJWl-fbh <JHI 1 

ap wi r4h, M*4 44t/4*44 fAm 
4, ^ 7Z7/farT 'JT?T $44 t 4 74477 7zl<rl 

*i^l7 v l 3PR, *44*1 7^4 Mrf4l 1 

*i<^ a?3*nn fa<r4 Am 1 <*hii *>ii 47 

4 Twsft, vp® 7 3 Tjsjrr 47T 4£ 4 

etxSi^/^Hrlfl 7Z4 441 4f7 74477 7^4 

*r5T7"T3TTCH 1 

fe+CT i4, Ri^r^et) qTsfl <i«n 4(7 v4 i£4>, 
^ ^m, Am ^5R R#T, fa?Z7 
ilW'JorcJta Rw, sfof ^TTTT z4 z4 % «Ws<q 
VRTT^TT^fa, 44- <wRi|7TCfa 1 

34 4 44 4>47 e|f&M | 1 teR £4 37TOR 47 

m 3UclW«»> At, m&R W ft^Z7 $77 1 

7l44OT7 3?1WT*W5| 47 

4(7^4 1 

w tw 4 z4, aim«H «m ^ vi<ut i4 dVt 
% 7WAJ7k 4*T fa?Z7/ fW7 $77, 

sm i 

HZ& «Wlt/^*H<^ TZlH Mdlrtl, 4*471 7z4 

Wf sttoh, ®rz zq7^7, *m z4 z^t % 
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RF/sTF W Wl-T 1 

15 . 


100 cpt^E 

T ]4 ^ tJjj^i, # rn k fk^rr 

STRT cF^lf’Mcl FAIT, FkIciI, dH^dd fF3FT 

H^d «Tl FT Fd^d g[Kl <i>&HiFdd Fklt 1 

fA^R fHFT FT H<$H fHR, E^F FRT FRFF, 

rFr ft -srt wjfft ffM fFF fiRFT akR 

H^K u l TTfFFT, Fd^HlRd RtNT Fit FRR k<RT 

fte FT f^T %FFT, 3F FRT 3FPR, 

3TTcAf^F 1 

16 . 

«^FRR, ^ 

% FVr 

i 

H^jFdd 

k^TcR, $cqilq 

^ffFh<iw 

FddK u l ^) J II 1 

*TcRF k 

fcR F>t t 5 cT Ft 

^Rft 1 

200 erf Tjz 
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(3n) aftqfaft % Btftw wit % f^Ptn Wi % faM mriM, < w^ 

r\ rv f _ ^ -* f\ .._ ft 

WllnWtfl MH4H1 w Ijw 


tfr R. 1 afaf^gcri ^ I dH faPHM’ l 

WT 3#$T?T 


Rt? F'I’H'til fa'wftVl" 


<^><niM % f^lti 

1200 -eft 

'^ e t> 4>f«H, 

fdHMH <h(?5c1 
37T5^?T # 

tfrlT I ^ 

*rfRR 3 fafnftd 
'»T!rft ^ rfr 400 
Vr ^fi 

zMtm ^5T 

«^ftiRT#TT 


SieEBSSS 


100 w\wm 

?t, RcftrTT, 3tR 3RR 3TORTC 

^41<i %f^R[ mii< faw 1 


^ /<nRi*ii 


lOORit^Z STWcRT^te 




R3R*T 


RcWR Rcfr, fac^T, RtcRT RFT R#T, 

RRFT «f|oR R^Tfa, ^IcM ;y«t,cr> I 


Qtlch/^* Tff, ^ETT^Ffr, RT33* ftPT W 
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srtftfKTtf ),£ 1 

4. 


lOOq^^ 

W*> tos? ftsm 4q, 

O^?! 3Ftf$RT?t ) 1 

5. 

atfrWFR 

lOOqifijz 

Itar qtoifa, «Dh Mcftdi fa for<*£*, 

3m, VRnTTT#T,wt?^^s^, q^& 1 

6. 

4>Md 

100 qtf^z 

Xjsm ^H^fl qqfaw>1 qfa 1 

7. 

*rc?q,%nq 

STlT^tfe 

lOOqif^Z 

q^, t? fan 

(qf^ ’3T|ef?qq) ?t ) I 

8. 


10Oqif$Z 

foqi/^pp, qi3^< fqOT qq q?T 

aqqq^qqr # q^reraq qq, ^s^r, fefaqr 
^pftgq q#r, ^ , qq % *&.£. <w«m«i, to 
qf??T ^?TT, ^T, fq^MH q^T& 4#W qq^ 

%f^n?q»3Ti, ^I'qifqd i 

9. 

^TT 

Too^i 

q^, WrT, q&dl, faz^ %qfa 1 

10. 


100 qrfijz 


11. 


100 opt $z 

wtaq>, mss* fqspT qq qtf ^N?qqi til %qj?r 
q^ q#r, qrrn^R, fq#qro, to qfter 

<Jdl, q>SI< u l 37TqR, <*>H 1 

12. 

Tl^rT 

4vh^t 

lOOqitijz 

feqzq fa, w, qvgft 3m 

«itqq q#r, fq^er iter, 4 j*c«lk qq q^T 

zqft % qrq/qq q^r q#r, %fqq 

q#T, qq W’ ^ «qq#RT £ 

fq^q ITTT 3>6H lR(d t^HT, %rtqft 1 

13. 

■$$< Wf 

q^q^qM 

qqi£ 

100^^2 
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200^^ 


14. 

y<^ f^'N^i 




«n^R, ^ 


Sc^llfc % 


^sfo^TTI 


w* 


wm, 


f^Rltf-W, 




SJpT 




Pr4R°T#n i 


feumfl: 

R##, '3RF3R, 7«TR, dM^«W ST^fTTi ^jiih-I Xlfcw-O %fcf^rqT 

* 

%3T#T'^^^TTt T Ttt : ^ 3?T^t TFT 3 Mw RTR^ 3 fafoRW #32TT3?t 

5Ff#T 3tR f^RTTT^5t ®TR 3 ^ '$% *CT MfwfdR ^T ^W^<t) ^ I 

[H. %. 11020/5/97-^Rft.Rt. (aT^.^.^.)] 

3ra^, R*pRT 

xn? -feu4u ft : 

ftqq jpm 3 3#RJrR U TTtTT. 28-10/45 T^t 1 RT&sT 21.12.1995 sfRT 1 
atlT ^ 3#FT ttfm RT ^ fa 352 (3T) cTT- 26.4.2000 fRT f?m W I 1/5/1979 rW W 
WtfacT afafa -3tR 5WRR Wli f™, 1995, ^R®T 3tlT ^TFT f=(R*4 ^WFT % 
wtr 3 I, f^RRf 3M^ stR5 (#r wnft 1940 i 


1751 GI/2000—9 
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NOTIFICATION 

New Delhi, the 23rd June, 2000 

G.S.R. 561(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 
1945 was published as required by section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the 
Gazette of India Extraordinary Part-II, Section 3, Sub-section (i) dated the 24th May, 1999, vide No. GSR 
384(E) inviting objections and suggestions from persons likely to be affected thereby and notice was given that 
the said draft will be taken into consideration after the expiry of a period of forty-five days from the date on 
which copies of the Official Gazette containing the notification were made available to the public; 

And whereas the said Gazette was made available to the public on 14 th 
May, 1999/ 

And whereas objections and suggestions from the public on the said 
draft have been considered by the Central Government; 


Now, therefore, in exercise of the powers conferred by section 33-N 
of the said Act, the Central Government, after consultation with the 
Ayurveda, Siddha and Unani Drugs Technical Advisory Board hereby makesythe 
following further .amendments in the Drugs and Cosmetics Rules, 1945, 
namely:- 


RULES 


(1 ) These rules may be called the Drugs and Cosmetics ( Amendment) 

Rules, 2000. 

They shall come into force on the date of their publication in 
the Official Gazette: 

Provided that in the case of Ayurveda, Siddha and Unani units 
which have been registered before the date of commencement, these 
rules shall come into force after two years from the date of such 
commencement. 

(2) In the Drugs & Cosmetics Rule, 1940, 

(a) after rule 155-A, the following rule shall be inserted, namely:- 

“ 155-B Certificate of award of G.M.P. of Ayurveda, Siddha and Unani Drugs: The certificate of Good 
Manufacturing Practices to manufacturers of Ayurved-Siddha or Unani drugs shall be issued to 
licensee who comply with the requirements of Good Manufacturing Practice of Ayuveda, Sidhha and 
Unani drugs as laid down in Schedule T”; 



[jgmr—grg 3(0] 


(b) in rule 157, after condition (1), the following shall be inserted, nameiy:- 

* “(1 A) For getting a certificate of ‘Good Manufacturing Practices of Ayurveda-Siddha-Unani drugs, the 

applicant shall make an application on a plain paper,, providing the information on existing 
infrastructure of the manufacturing unit and the licensing authority shall after verification of the 
requirements as per Schedule T, issue the certificate within a period of 3 months in Form 26E-I”; 

(c) after Form E, the following form shall be inserted, namely:- 

Form 26 E-l 
(See rule 157-B) 


(Certificate of Good manufacturing Practices (GMP) to manufacturer of Ayurveda, Siddha or Unani 

drugs): 


Certified that manufacturing unit licensee, namely . situated at .. State 

.Licence No.comply with the requirements of Good Manufacturing Practices of Ayurveda- 

Siddha-Unani drugs as laid down in Schedule T of the Drugs and Cosmetic Rules, 1945. 


This certificate is valid for a period of two years. 


Dated: Signature 

Place Designation/ 

Licensing Authority (ISM&H). 

(d) for Schedule T, the following shall be substituted, namely:- 


SCHEDULET 
(See rule 157) 

GOOD MANUFACTURING PRACTICES FOR 
AYURVEDIC SIDDHA AND UNANI MEDICINES 

The Good Manufacturing Practices are prescribed to ensure that: 

(i) Raw materials used in the manufacture of drugs are authentic, of prescribed 

quality and are free from contamination. 

(ii) The manufacturing process is as has been prescribed to maintain the 
standards. 

(iii) . Adequate quality control measures are adopted and 

(iv) The manufactured drug which is released for sale is of acceptable quality. 
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To achieve the objectives listed above, each licencee shall evolve 
methodology and procedures for following the prescribed process of 
manufacture of drugs which should be documented as a manual and kept 
for reference and inspection. However, teaching ; .stitutions and 
registered qualified Vaidyas, Siddhas and Hakeems who prepare medicines 
on their own to dispense to their patients and not selling such drugs in the 
market are exempted from the purview of G.M.P. 


PARTI 

GOOD MANUFACTURING PRACTICES 

Factory Premises; 


The manufacturing plant should have adequate space for:- 

(i) Receiving and storing raw material. 

(ii) Manufacturing process Areas 

(iii) Quality control section. 

(iv) Finished goods store 

(v) Office 

(vi) Rejected goods/drugs store 

t.z General Requirements! 


1.1(A) iflqrttan and furrwindinflg; 

The factory buildings for manufacture of Ayurveda, Siddha and Unani 
medicines shall be so situated and shall have such construction as to 
avoid contamination from open sewrage, drain, public lavatory or any 
factory which produces disagreeable or obnoxious odour or fumes or 
excessive soot, dust or smoke. 
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1.1(B) Buildings: 

The building used for factory shall be such as to permit production of 
drugs under hygenic conditions and should be free from cobwebs and 
insects/rodents. It should have adequate provision of light and ventilation. The 
floor and the walls should not be damp or moist. The premises used for 
manufacturing, processing, packaging and labeling will be in conformity with the 
provisions of the Factory Act. It shall be located so as to be: 

(I) Compatible with other manufacturing operations that may be carried out 
in the same or adjacent premises. 

(II) Adequately provided with working space to allow orderly and logical 
placement of equipment and materials to avoid the risk of mix up 
between different drugs or components thereof and control the 
possibility of cross contamination by other drugs or substances and 
avoid the risk of omission of any manufacturing or control step: 

(III) Designed, constructed and maintained to prevent entry of insects and 
rodents. Interior surface (walls, floors and ceilings) shall be smooth 
and free from cracks and permit easy cleaning and disinfection. The 
walls of the room in which the manufacturing operations are carried out 
shall be impervious to and be capable of being kept clean. 

The flooring shall be smooth and even and shall be such as not to 
permit retention or accumulation of dust or waste products. 

(JV) Provided with proper drainage system in the processing area. The sanitary 
fitting and electrical fixtures in the manufacturing area shall be proper and 
safe. 

(V) Fumace/Bhatti section could be covered with tin roof & proper ventilation, 
but sufficient care should be taken to prevent flies and dust. 

(VI) There should be fire safety measures and proper exits shpuld be there. 

1.1(C) Water Supply: 

The water used in manufacture shall be pure and of potable quality. 
Adequate provision of water for washing the premises shall be made. 
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1.1(D) Disposal of Waste: 

From the manufacturing sections and laboratories the waste water & the 
residues which might be prejudicial to the workers or public health shall be 
disposed off after suitable treatment as per guidelines of pollution control 
authorities to render them harmless. 

1.1(E) Container* s Cleaning: 

In factories where operations involving the use of containers such 
as bottles, via Is and jars are conducted, there shall be adequate 
arrangements separated from the manufacturing operations for washing, 
cleaning and drying of such containers. 

1.1(F) Stores; J 

Storage should have proper ventilation and shall be free from 
dampness. It should provide independent adequate space for storage of different 
types of material, such as raw material, packaging material & finished products. 

i.i(F)(A) Bay MfltenaJy 

All raw materials procured for manufacturing will be stored in the 
raw materials store. The manufacture based on the experience and the 
characteristics of the particular raw material used in Ayurveda, Siddha and Unani 
system shall decide the use of appropriate containers which would protect.. 

Quality of the raw material as well as prevent it from damage due to 
dampness, microbiological contamination or rodent and insect infestation, etc. If 
certain raw materials require such controlled environmental conditions, the raw 
materials stores may be sub-divided with proper enclosures to provide such 
conditions by suitable cabinization. While designing such containers, cabins or 
areas in the raw materials store, care may be taken to handle the following 
different categories of raw material:- 
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(1) Raw material pf metalHc origin. 

(2) Raw material of mineral origin. 

(3) Raw material from animal source. 

(4) Fresh Herbs. 

(5) Dry Herbs or plant parts. 

(6) Excipients etc. 

(7) Volatile oils/perfumes & flavours. 

(8) Plant extracts and exudates/resins. 

Each container used for raw material storage shall be properly identified 
with the label which indicates name of the raw material, source of supply and will 
also dearly state the status of raw material such as UNDER TEST or 
' APPROVED' or ' REJECTED'. The labels shall further indicate the identify of the 
particular supply in the form of batch No. or lot No. and the date of receipt of the 
consignment. 

Ail the raw materials shall be sampled and got tested either by the in 
house Ayurvedic, Siddha and Unani experts (Quality control technical person) or by 
the laboratories approved by the Government and shall be used only on approval 
after verifying. The rejected raw material should be removed from other raw 
material store and should be kept in separate room. Procedure of' First in first 
out* should be adopted for raw materials wherever necessary. Records of the 
receipt, testing and approval or rejection and use of raw material shall be 
maintained. 

i.i(fxb) Padaqfmi Materials; 

Ail packaging materials such as bottles, jars, capsules etc. shall be 
stored properly. All containers and closure shall be adequately cleaned and dried 
before packing the products. 

l.l(FXC) Finished Goods Stores: 

The finished goods transferred from the production area after proper 
packaging shall be stored in the finished goods stores within an area marked 
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"Quarantine''. After the control laboratory and the experts have checked 
the correctness of finisned goods with reference to its packing/labeling as well as 
the finished product quality as prescribed, then it wHI be moved to "Approved 
Finished Goods Stock" area. Only approved finished goods shall be dispatched 
as per marketing requirements. Distribution records shall be maintained as 
required. 

If any Ayurvedic, Siddha and Unani drug needs special storage conditions, 
finished goods store shall provide necessary environmental requirements. 

H Working .spa ce; 

The manufacturing area shall provide adequate space (manufacture 
and quality control) for orderly placement of equipment and material used in any 
of the operations for which these are employed so as to facilitate easy and safe 
waking and to minimize or to eliminate any risk of mix-up between different 
drugs, raw materials and to prevent the possibility of cross contamination erf one 
drug by another drug that is manufactured, stored or handled in the same 
premises. 1 


1 . 1 (H) Health Clothing, Sanitation and Hyatereot.Workers; 

All workers employed In the Factory shall be free from contagious 
diseases. The clothing of the workers shall consist of proper uniform suitable to 
the nature of work and the climate and shall be dean. The uniform shall also 
indude doth or synthetic covering for hands, feet and head wherever required. 
Adequate facilities for personal cleanliness such as clean towels, soap and 
scrubbing brushes shall be provided. Separate provision shall be made for 
lavatories to be used by men and women, and such lavatories shall be located at 
places separated from the processing rooms. Workers will also be provided 
facilities for changing their clothes and to keep their personal belongings. 
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l.imMedical Services: 

The Manufacturer shall also provide 

(c) adequate facilities for first aid; 

(d) medical examination of workers at the time of employment and 
periodical check up thereafter by a physician once a year, with 
particular attention being devoted to freedom from infections. 
Records thereof shall be maintained. 

l.l(J) Eciuipments: 

For carrying out manufacturing depending on the size of operation 
and the nature of product manufactured, suitable equipment either manually 
operated or operated semi-automaticalfy (Electrical or steam based) or fully 
automatic machinery shall be made available. These may include machines for 
use in the process of manufacture such as crushing, grinding, powdering, boiling, 
mashing, burning, roasting, filtering, drying filling, labeling and packing etc. To 
ensure ease in movement of workers and orderliness in operations a suitably 
adequate spare will be ensured between two machines or rows of machines. 
These Equipments have to be property installed and maintained with proper 
cleaning. 

Proper standard operational procedures (SOPs) for cleaning, maintaining & 
performance of every machine should be laid down. 

1*1(K) Batch Manufacturing Rpcnr^c; 

The licencee shall maintain batch manufacturing record of each 
batch of Ayurvedic, Siddha and Unani drugs manufactured irrespective of the type 
of product manufactured (classical preparation or patent and proprietary 
medicines). Manufacturing records are required to provide an account of the list of 
raw materials and their quantities obtained from the store, tests conducted during 
the various stages of manufacture like taste, colour, physical characteristics and 
chemical tests as may be necessary or indicated in the approved books of 
Ayurveda, Siddha and Unani mentioned in the First Schedule of the Drugs and 
Cosmetic Act, 1940 (23 of 1940). These tests may include any in-house or 
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pharmacopoeial test adopted by the manufacturer in the raw material or in the 
process material and in the finished product. These records shall be duly signed 
by Production and Quality Control Personnel respectively. Details of transfer of 
manufactured drug to the finished products store including dates and quantity of 
drugs transferred along with record of testing of the finished product, if any, 
and packaging, records shall be maintained. Only after the manufactured drugs 
have been verified and accepted quality shall be allowed to be cleared for sale. 

It should be essential to maintain the record of date, manpower, machine 
and equipments used and to keep in process record of various shodhana, 
Bhavana, burning in fire and specific grindings in terms of internal use. 
l.l(L) Distribution Records: 

Records of sale and distribution of each batch of Ayurveda, Siddha 
and Unani Drugs shall be maintained in order to facilitate prompt and complete 
recall of the batch, if necessary. 

l.l(M) Record of Market Complaints; 

Manufacturers shall maintain a register to record all reports of 
market complaints received regarding the products sold in the market. The 
manufacturer shall enter all data received on such market complaints, 
investigations carried out by the manufacturers regarding the complaint as well as 
any corrective action initiated to prevent recurrence of such market complaints 
shall also be recorded. Once in a period of six months the manufacturer shall 
submit the record of such complaints to the licensing authority. The Register shall 
also be available for inspection during any inspection of the premises. 

Reports of any adverse reaction resulting from the use of Ayurvedic, 
Siddha and Unani drugs shall also be maintained in a separate register by each 
manufacturer. The manufacturer shall investigate any of the adverse reaction to 
find if the same is due to any defect in the product, and whether such reactions 
are already reported in the literature or it is a new observation. 
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i.i(N) Quality gfloteali 

Every licensee is required to provide facility for quality control section 
in his own premises or through Government approved testing laboratory. The test 
shall be as per the Ayurveda, SfckJha and Unani pharmacopoeial standard. Where 
the tests are not available, the test should be performed according to the 
manufacturers specification or other information available. The quality control 
section shall verify all the raw materials, monitor in process, 
quality checks and control the quality of finished 
product being released to finished goods store/ware house. Preferably for such 
Quality control there will be a separate expert. The quality control section shall 
have the following facilities: 


(1) There should be 150 sq. feet area for quality control section. 

(2) For identification of raw drugs, reference books and reference samples 
should be maintained. 

(3) Manufacturing record should be maintained for the various processes. 

(4) To verify the finished products, controlled samples of finished products of 
each batch will be kept for 3 years. 

(5) To supervise and monitor adequacy of conditions under which raw 
materials, semi-finished products and finished products are stored. 

(6) Keep record in establishing shelf life and storage requirements for the 
drugs. 

(7) Manufacturers who are manufacturing patent proprietory Ayuveda Siddha, 
and Unani medicines shall provide their own specification and control 
references in respect of such formulated drugs. 

(8) The record of specific method and procedure of preparation, 
that is, "Bhavana", "Mardana" and "Puta" and the record of every 
process carried out by the manufacturer shall be maintained. 
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(9) The standards for Identity, purity and strength as given In respective 
pharmacopoeias of Ayurveda, Siddha and Unani systems of medicines 
published by Government of India shall be complied with. 

(10) All jaw materials Will be monitored for fungal, bacterial contamination with 
a view to minimise such contamination. 

(11) Quality control section will have a minimum of 

(a) one person with Degree qualification in Ayurveda/SIddha/Unani (A.S.U.) as 
per Schedule II of Indian Medicine Central Council Act, 1970 (84 of 1970) of 
a recognized university or Board. 

(b) Provided that Bachelor of Pharmacy, Pharmacognosy and C~emi jy 
be associated with the quality control section. 

3.0. BoaHlranfltt fa r aerfte ftariycfc 

(A) Manufacturing Areas 

For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, 
separate enclosed areas specifically designed for the purpose shall be 
provided. These areas shall be provided with air locks for entry and 
shall be essentially dust free and ventilated with an air supply. For 
all areas where aseptic manufacture has to be carried out, air supply 
shall be filtered through bacteria retaining filters (HEPA Filters) and 
shall be at a pressure higher than in the adjacent areas. The filters 
shall be checked for performance on installation and periodically 
thereafter the record of 

checks shall be maintained. All the surfaces in sterile manufacturing 
areas shall be designed to facilitate cleaning and disinfection. For 
sterile manufacturing routine microbial counts of all Ayurvedic, 
Siddha and Unani drug manufacturing areas shall be carried out 
during operations. Results of such count shall be checked against 

established in-house standards and record maintained. 

Access to manufacturing areas shall be restricted to minimum 

number of authorised personnel. Special procedure to be followed 
for entering and leaving the manufacturing areas shall be written 
down and displayed. 
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For the manufacturing of Ayurvedic, Siddha and Unani drug 
that can be sterilised in their final containers, the design of the 
areas shall preclude the possibility of the products intended for 
sterilisation being mixed with or taken to be products already 
sterilised. In case of terminally sterilised products, the design of the 
areas shall preclude the possibility of mix up between non-sterile 
and sterile products. 


(B) 


(a) 


Precautions aoai 


mtvjar* in in 


qtKmaiulmfa; 


Carrying out manufacturing operations in a separate block of 
adequately isolated building or operating in an isolated enclosure 
within the building. 


(b) Using appropriate pressure differential in the process area. 

(C) Providing a suitable exhaust system. 

(d) Designing laminar flow sterile air systems for sterile products. 

(e) The germicidal efficiency of UV lamps shall be checked and recorded 
indicating the burning hours or checked using intensity. 

(f) Individual containers of liquids, and opthalmic solutions shall be 
examined against black-white background fitted with diffused light 
after filling to ensure freedom from contamination with foreign 
suspended matter. 

(g) Expert technical staff approved by the Licensing Authority shall check 
and compare actual yield against theoretical yield before final 
distribution of the batch. 


AH process controls as required under master formula including room 
temperature relative humidity, volume fiHed, leakage and clarity shall 
be checked and recorded. 
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PART - II 

A. LIST OF MACHINERY, EQUIPMENT AMD MINIMUM MANUFACTURING PERMISES 
REQUIRED FOR THE MANUFACTURE OF VARIOUS CATEGORIES OF AYURVEDIC, 

3IDDHA SYSTEM OF MEDICINES. 


SI.No. Category of 
Medicine 


Minimum manufacturing Machinery/ 

space required equipment recommended 


( 1 ) ( 2 ) 


( 3 ) 


( 4 ) 


1200 Square feet 
covered area with 
separate cabins 
partitions for each 
activity. If 
Unani mediqines are 
manufactured in same 
Premises ah additional 
Area of 400 sq. feet 
will be required. 


1. Anjana/Pisti 


2. Churna/Nasya 
Manjan/Lepa 
Kwath Churn 


100 Sq. feet Karel/mechanised/ 

motorised,kharel. 
End runner/Ball- 
Mill Sieves/ 
Shifter 

200 Sq.feet Grinder/ 

Disintegrator/ 

Pulverisar/ 

Powder mixer/ 
sieves/shifter 


3. Pills/Vatti/Gutika 
Matirai 


100 Sq.feet Ball Mill, Mass 

mixer powder mixer 
pill/vati cutting 
machine,stainless 
steel trays/ 
Containers for 
Storage. Driers/ 
Mechanised chattee 
(for mixing 
guggul) where 
required. 











4. Tablets 100 Sq.feet Ball Mill,-Mass 

^ixer/Poydermixer 
Granulator drier, 
Tablet compressing 
Machine and sugar- 
Coating, foliphing 
pay in case of 
sugar coated 
tablets,mechanised 
chattee (for 
mixing of guggulu) 
where required. 


5. Kupi pakva/ 150 Sq.feet Bhatti, Karahi/ 

Ksara/Parpati/ Stainless Steel 

Lavana Bhasma Vessels/Patila 

Satva/Sindura Flask, Multani 

Karpu/Uppu/Param Matti/Plaster of 

Paris,Copper Rod, 
Earthen container, 
Gaj Put Bhatti, 
Muffle furnace 
(Electrically 
operated) End/Edge 
Runner, Exhaust 
Fan, Wooden/S.S. 
Spatula. 


6. K&jal 100 Sq. feet Earthen lamps for 

Collection of 
Kajal, Tipple 
Roller Mill, End 
Runner, Sieves, 

S.S.Patila,Filling 
/packing and 
manufacturing room 
should be provided 
with exhaust fan & 
ultra violet lamps 


7. Capsules 100 Sq.feet Air Conditioner, 

De humidifier, 
hygrometer,Thermo¬ 
meter, Capsule 
filling Machine and 
chemical balance. 
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Ointment/Marham 100 Sq.feet 

Pasai 


Tube filling 
machine. Crimping 
Medicine/Ointment 
Mixer, End Runner 
/Mill (Where 
required), S.S. 
Storage Container 
S.S. Patila. 


10. Pak/Avaleh/Khand/ 
Modak/Lakayam 


100 Sq.feet Bhatti section 
fitted with 
Exhaust fan and 
should be fly 
proof, Iron Kadahi 
/S.S. Patila and 
S.S. Storage 
container. 


10. Panak Syrup/Pravahi 
Kwath Manapfiku 


150 Sq.feet Tinctum press, 

exhaust fan fitted 
and fly proof, Bhatti 
section. Bottle washing 
Machine, filter press/Gra 
filter Liquid filling tan 
with 

tap/liquid filling 
machine, P.P. 

Copping Machine. 


11. Asava/Aristha 


12. Sura 


13. Ark Tinir 


200 Sq.feet Same as mentioned above. 

Fermentation tanks 
containers and 
Distillation Plant where 
necessary, Filter Press. 


100 Sq.feet Same as mentioned above 

plus Distillation plant 
and Transfer pump. 


100 Sq.feet Maceration tank, 

Distillation plant, 
Liquid filling tank with 
tap/Gravity filter/ 
Filter press. Visual 
inspection box. 
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14. Tail/Ghrit 
Ney 


100 Sq.feet 


16. Aschyotan/ 100 Sq.feet 

Netra Malham 
Panir 


Bhatti, Kadahi/S.S. 
Patila S.S. Storage 
Containers, Filtration 
equipment, filling tank 
with tap/Liquid filling 
machine. 

Hot air oven 
electrically heated with 
thermostatic control, 
cettle gas or 
electrically "heated with 
suitable mixing 
arrangement's collation 
mill or ointment mill, 
tube filling equipment, 
mixing and storage tanks 
of stainless steel or of 
other suitable material 
sintered glass funnel, 
seitz filter or filter 
candle, liquid filling 
equipment, autoclavee. 


16. Each manufacturing unit 200 Sq.feet 

will have a separate area 
for Bhatti, furnaces, 
boilers, puta, etc.. 

This will have proper ventilation, 
removal of smoke, prevention of 
flies, insects, dust etc. 

The furnace section could have 
tin roof. 





B. LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING PERMISES 


REQUIRED FOR THE MANUFACTURE QF VARIOUS CATEGORIES OF UNANI SYSTE 

OF MEDICINES. 


SI.No. Category of 
Medicine 


Minimum manufacturing Machinery/ 

space required equipment 

recommended 



1. 1200 square feet 

covered area with 
separate cabins. 

Partitions for each 
Activity. If 
Ayurveda/Siddha, 

Medicines are also 
manufactured in 
same premises an 
additional areas of 
400 square feet will 
t?e required. 

1. Itrifal Tiryao/ 100 Sq.feet Grindfer/Pulveriser, 

majoon/Laooq/ Sieves, powder mixer 

JawarishKhamiras (if required), S.S. 

Patilas, Bhatti and 
Other accessories. 
Planter mixer for 
Khamiras. 
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2 . Arq. 


3. Habb (Pills) 


3 

100 Sq.feet 


100 Sq.feet 


j _ 

Distillation Plant 
(garembic) S.S. Storage 
Tank, Boiling Vessel, 
Gravity filter. Bottle 
Filling machine f Bottle 
washing machine. Bottle 
drier. 

Grinder/Pulversier, 
Seives, Powder Mixer, 
(Where required) Trays. 


4. Sufoof (Powder) 


100 Sq. feet Grinder/pulversier, 

Seives, Trays, Sccops, 
Powder mixer, (Where 
required). 


5. Raughan (oils) 

(Crushing & Boiling) 


100 Sq.feet Oil Expeller, S.S. 

Patilas Oil filter 
Bottle, filling Machine, 
Bottle drier, Bhatti. 


6. Shiyaf, Surma, Kajal 100 Sq. feet End runner, mixing S.S. 

Vessel 


7. Marham, Zimad, 
(Ointment) 


100 Sq.feet Kharal. 

Bhatti, End runner. 
Grinder, Pulveriser, 
Tripple Roller Mill (if 
needed). 
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8. Qurs(Tab) 


9. Kushta 


10. Murabba 


11. Capsule 


3 

100 Sq.feet 


100 Sq.feet 


100 Sq.feet 


100 Sq.feet 


4 

■ -— --— 1 ■ * » 

Grinder/Pulyeriser, 

Sieves, Powder mixer 

(Where needed), 

Granulator, Drier, 

Tablet Compressing 

Machine, Die punches 

Trays, O.T. Apparatus, 

Balance with weights. 

Scoops, Sugar Coating 

Pan, polishing pan. 

Heater. 


Bhatti, Kharal, Sil 
Batta, Eartern pots. 

Aluminium Vessels 50-100 
kgs. Capacity, Gendna, 
Bhatti. 

Pulveriser, Powder mixer 
(Where needed), capsule 
filling machine, Air 
Conditioner,Dehumidifier 
Balance with weights, 
storage-containers, 
glass. 
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12. Sharbat & Jushanda 100 Sq.feet Tinctum Press, exhausted 

fan fitted, Bhatti 
section, Bottle Washing 
machine. Filter Press 
Gravity Filter, Liquid 
filling tank with tap/ 
liquid filling Machine, 
PP capping machine, air 
oven electrically heated 
with Thermostatic 
control, cettle. 

Hot air oven 

electrically heated with 
Thermostatic control, 
Cettle. 

14. Each manufacturing unit 200 Sq.feet 

will have a separate area 
for Bhatti, furnaces, 
boilers, putta, etc. 

This will have proper ventilation, 
removal of smoke, prevention of 
flies, insects, dust etc. 


13.QUtoor Chasm and 100 Sq.feet 

Marham(Eye drops 
Eype ointment) 


Note: 

The above requirements of machinery, equipments, space, 
qualifications are made subject to the modification at the 
discretion of the Licensing Authority; if he is of the 
opinion that having regard to the nature and extent of the 
manufacturing operations it is necessary to relax or alter 
then in the circumstances in a particular case. 


[No. K. 11020/5/97-DCC (ISM)] 
L. PRASAD, Jt. Secy. 
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Foot-Note: 

The Principal rules were published in the official 
Gazette >/ide notification No - F.28-10/45H (1) dated 21-12-1945 
and last amended vide GSR 352 (E) dated 26.04.2ooO The 
Drugs and Cosmetics Rules, 1945 as amended upto i~5“1979 is 
contained ip the publication of the Ministry o~ health and 
Family Welfare (Department of Health) containing the Drugs 
and Cosmetics Act, 1940 (PDGHS-61) 
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